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1.0 Executive summary 
 
As part of the Health Research Authority’s (HRA’s) commitment to improve and 
streamlining research in England, it was identified that pharmacy aspects of new 
studies were causing delays in site set-up.  Issues with the quality of information 
provided to clinical trial pharmacy departments as well as set up processes and 
requirements differing from site to site, led the HRA to pilot the ‘Single Pharmacy 
Technical Review’ in collaboration with the Experimental Cancer Medicines Centres 
(ECMCs) and Cancer Research UK (CRUK). 
 
The pilot ran from August 2014 to April 2015, during which time a total of 38 studies 
were processed.  This equated to 207 sites within the ECMC network which would 
have previously conducted individual pharmacy reviews. 
 
The evaluation of the aforementioned project highlighted the need for using 
Pharmacy experts based across a number of organisations to complete the single 
technical reviews.  It also revealed the key to a quicker set up times for sponsors and 
sites, was the provision of the provision of all relevant information by the sponsor 
representatives (which may have previously been omitted or unclear in the protocol), 
at submission stage.  
 
The next step in the process for the HRA was to develop and operationalise the 
expansion of the Single Pharmacy Technical review. 
 

2.0 Introduction 
 
Since 2015, the HRA has been building on the work previously undertaken during 
the Single Pharmacy Technical Review pilot to develop Pharmacy Assurance. 
 
Originally an England only process with expert reviewers available from England and 
one formal route for gaining authorisations, the project has developed with support 
from the Devolved Administrations, via the Four Nations Pharmacy Assurance 
Working Party, and is now a UK wide collaborative process. 
 
Expert representatives from across the Four Nations initially met in October 2016 to 
identify and understand the processes in each nation for reviewing those studies 
involving pharmacy.  The aim of this meeting was to ascertain whether the differing 
processes could be streamlined into either one process or dovetailed to avoid 
separate ways of working in each nation.  
 
As Scotland already had a streamlined pharmacy review process in place, it was 
agreed that it would not be suitable for Scotland to adopt the proposed Single 
Pharmacy Technical Review.  It was agreed by all Nations, that a collaborative way 
of working would be the best way forward, with standardised reviews and procedures 
that would be completed once by the lead nation and accepted across the UK.  
 
The Four Nations Pharmacy Assurance Working Party was formalised in June 2017 
and comprised of Pharmacy representation from across the Devolved 
Administrations (each with links to policy leads, professional bodies/committees).  
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The remit of the working party is to provide expert input/advice into the process and 
guidance documentation as produced by the HRA Technical Assurance (TA) team. 
 
This paper will focus on evaluating the HRA Pharmacy Assurance process in 
England and Wales.  
 

3.0 Development of the process 
 
Since the formalisation of the Working Party, the Single Pharmacy Technical Review 
has radically evolved to become a UK wide collaborative process, which is managed 
by the HRA on behalf of England and Wales.  Scotland and Northern Ireland 
manage the pharmacy review procedure in their respective nations, however this is 
done in collaboration with the HRA to ensure the process and documentation is 
consistent across the UK. 
 
Whilst developing the process, the project remained open, in England and Wales, to 
accepting studies under the criteria that were used during the formal pilot: oncology 
studies with an ECMC lead site.  This was to ensure that the project did not stall and 
remained accessible to the research community whilst being further developed by 
the HRA with support from the Four Nations Pharmacy Assurance Working Party. 
 
3.1 Routes to submission 

Originally the submission route for England and Wales was centrally through the 
HRA.  Each study would be validated by the TA team prior to expert review being 
sought.  Pharmacy reviewers were then selected via a taxi rank system.  Although 
every effort was taken to place studies with reviewers who were either employed by 
the sponsor organisation (for non-commercial studies), or were a participating site, 
this system did not account for those institutions where relationships pre-existed by 
means of a service level agreement (SLA) or vendor assessment, as the sponsor 
and reviewer worked for different organisations, or acknowledge where sponsors 
had the capacity and means to undertake the reviews internally.   
 
In response to this, the process developed from a single route of entry (HRA-
managed only) into two; HRA-managed (appendix 1) and self-managed (appendix 
2), and the Single Pharmacy Technical Review was renamed the HRA Pharmacy 
Assurance project in England and Wales (the process for gaining pharmacy 
authorisation in Scotland and Northern Ireland is known as pharmacy assurance).  
Both processes were streamlined to avoid exclusion of expertise and to 
acknowledge pre-existing working relationships. 
 
Both the HRA-managed and self-managed process are managed by the HRA on 
behalf of England and Wales and require all expert reviewers to be registered and 
have undertaken training with the HRA.  The key differences between the two routes 
are: 
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 HRA-managed Self-managed 
Management 
of the 
process 

HRA Technical Assurance team 
selects registered reviewers from 
the taxi rank or from a specific 
organisation where a Trust 
Request Form has been 
submitted.  The HRA acts as the 
link between applicant and 
reviewers for all queries. 

Sponsor has identified 
reviewers for the study at time 
of submission to HRA for 
registration and is responsible 
for liaising directly with the 
reviewers to resolve queries. 

Timelines 
 

All studies submitted through this 
route have agreement by sponsor 
and reviewer to accept the 30 
calendar day timeline for the 
process (submission to 
completion of review, excluding 
queries). 

The reviewer must adhere to 
timelines agreed with the 
sponsor, though the HRA 
should still validate studies 
within the 7 calendar day 
timeline.   

Payment 
 

A standard review fee has been 
implemented for all HRA-
managed studies of £500 per 
review per reviewer (exclusive of 
VAT) in England, Northern 
Ireland and Wales. 

Review fees should be agreed 
locally where applicable; the 
standardised review fee does 
not apply. 

Indemnity 
 

The HRA indemnifies the 
reviewer for work undertaken 
during this process and for the 
content of the review. 

Local indemnity applies. 

Table 1: Differences between how HRA-managed and self-managed studies are processed. 
 
With each route to authorisation, the applicant must submit key documents for 
Pharmacy Assurance consistency review.  This check aids reviewers and reduces 
queries at the expert review stage by checking ensuring that all required 
documentation has been submitted and where documents will not be available (e.g. 
pharmacy manual), this is highlighted at an earlier stage in the process.  It was 
agreed that for both the HRA-managed and self-managed route, this aspect of the 
process should remain the same along with the need for all reviewers (UK wide) to 
be registered with the HRA have undertaken the same training and use the same 
guidance and documentation to perform their reviews.  This uniformity would provide 
assurance to sites that all studies that have received ‘Pharmacy Assurance’ would 
be consistent in quality and that the output would be the same. 
 
3.2 Documentation and guidance 

In order to support reviewers and provide continued assurance of the quality and 
consistency of information in the reviews, the TA team, with support from the Four 
Nations Pharmacy Assurance Working Party re-reviewed and altered the 
documentation and guidance that was originally produced by the Guardians1 group 

                                            
1 A group of pharmacy professionals who supported and contributed to the development of the 
process during the pilot. 
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to support the initial pilot project, as well as introducing new documentation to 
support the amended UK-wide collaborative process.  
 
The Pharmacy Technical Review Form was developed using the original Single 
Technical Review form and Scotland’s Coordinated Pharmacy Review Checklist.   
The current Pharmacy Technical Review Form comprises 4 parts; 

• Part 1 – study and reviewer identification (completed by lead nation 
administration staff on behalf of all nations) 

• Part 2 - Technical pharmacy review (completed by registered Pharmacy 
Reviewer(s) for all nations) 

• Part 3 – Nation specific review (to be completed by Scotland and Northern 
Ireland only) 

• Part 4 - Review outcome (completed by registered Pharmacy Reviewer(s) for 
all nations) 
 

Explanatory notes were included, and additional tables added to separate out key 
information regarding resources, treatment allocation/blinding, funding and product 
information.  The form also now indicates which sections are nation specific, this is to 
support the additional information needed in Scotland and Northern Ireland as part of 
their overall review process and is only required to be completed by reviewers in 
those nations. 
  
Work was undertaken to create a section within IRAS help specifically for Pharmacy 
Assurance.  This page details the process, submission routes and how to apply.  
Hyperlinks are included to supporting documentation (e.g. a blank pharmacy 
technical review form) and guidance which can be found on the HRA website, such 
as flowcharts of the review processes to aid applicants’ understanding. 
 
New guidance was developed prior to launch, to confirm what information should be 
present in reviews (Reviewer handbook), and to standardise the way information is 
presented to sites (Pharmacy Review Form guidance notes and exemplar Pharmacy 
Technical Review forms). 
  
As part of the development of the current Pharmacy Assurance process and prior to 
roll out, the Pharmacy Review Form guidance notes, exemplar Pharmacy Technical 
Review forms and Reviewer Handbook were reviewed by the Four Nations 
Pharmacy Assurance Working Party to ensure that the process would work across 
nations and the level of detail needed within the review was clear.   
 
3.3 Training 
 
An online training module has been designed for the process and is to be 
undertaken by all reviewers (UK wide) prior to becoming registered.  This is to 
ensure consistency in the information presented within the reviews and to provide 
assurance to sponsors and sites that the information contained within the Pharmacy 
Technical Review has been conducted to the same quality and standard regardless 
of which registered reviewer/nation undertakes the review.  With the programme 
evolving to become a UK-wide collaboration, it was not suitable or time appropriate 
to conduct face to face training with such a large audience.   

https://www.hra.nhs.uk/approvals-amendments/what-approvals-do-i-need/technical-assurances/pharmacy-assurance/
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The online module details the review process, routes to submission, payments, 
quality assurance and includes an online test that requires an 80% pass rate in order 
for the reviewer to successfully complete the module.  The questions are randomly 
generated and cover each aspect of the module as detailed above.  The module 
should take no more than 45 minutes to complete and each individual has 3 attempts 
at passing before they are contacted by the HRA to ask if further support is required. 
 
A series of guidance documents were developed to further support the reviewer 
once the online training module had been undertaken.  These include a Reviewer 
Handbook, which details logistical information for them to refer to should they require 
it, and the Pharmacy Review Form guidance notes/exemplar Pharmacy Technical 
Review forms.   
 
In order to monitor the success rate of the training, reports from the HRA Learning 
and Development team are used to alert the TA team when the maximum 3 attempts 
for passing the training had been reached.  To date, none of our registered reviewers 
has failed to pass or reached the maximum number of attempts, however as part of 
the support offered to potential reviewers, the HRA has a mechanism in place to 
contact and discuss any difficulties an individual may have in passing the test.  We 
have found from feedback that the reasons for individuals undertaking the test more 
than once are that they are often called away whilst undertaking the test and were 
timed out of the module, therefore resulting in a mark of below 80%. 
 
Although we do recommend that potential reviewers have protected time to 
undertake the training, this may not be appropriate in the individual’s setting.  The 
possibility of a pause function during the test has been discussed with the 
developers and the HRA learning and development team, however at present this 
functionality is not available in the software used. 
 
As part of the continued support provided to all registered reviewers, the TA team 
will continue to monitor pass rates and support the on-going training of individuals 
through email, webinars (where applicable) and individual contact, in order to ensure 
all registered reviewers have up to date information and training regarding the 
process and review documentation. 
 
3.5 Payments 

The charging of set up fees has been common place within the NHS for many years, 
with the final charge being an estimate of time taken to conduct the activity.  As 
Pharmacy Assurance is a new concept there was no baseline charging structure to 
use as a comparison when discussing the implementation of a review fee.  It was 
agreed to implement the same fee for Pharmacy Assurance that exists for Pharmacy 
Assurance (£500 per reviewer for new study reviews) in order to provide consistency 
across both services and to make it easier for sponsors to budget for both 
assurances at grant funding stage.   
 
Work was undertaken by the HRA Collaboration and Development team to take this 
proposal forward.  Meetings with funding groups (e.g. NIHR funders) saw no 
objection to the implementation of a standardised fee. 
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In 2017 the ‘HRA central technical review fee’ was agreed to be included in AcoRD 
as a ‘part A’ research cost.  Further discussions by the HRA Policy Development 
team with the Department of Health (DH) non-commercial costing group and CRN 
Commercial Costing group has led to an agreement to a redraft of AcoRD Annex B, 
however the inclusion of the fee in the NIHR CRN Industry Costing Template was 
declined.   
 
The principle agreed by all parties pursuant to the introduction of the £500 per 
review, per reviewer standardised fee, was that payment be made direct from 
sponsor to reviewing organisation in line with current practice.  The HRA would have 
no remit to specify how the distribution of this payment be made or managed. 
 
To provide guidance for funders, sponsors and the employers of HRA registered 
reviewers regarding the payment for HRA Pharmacy Assurance reviews, the 
budgeting for such a fee and the payment of amendments, the TA team produced 
the HRA Technical Assurance Payments Framework Guidance.  This document also 
included information relating to those sponsors who had submitted their application 
for funding before the proposed implementation date of the guidance and may not 
have been unable to secure enough funding to meet the fee requirements.  Named 
pre-funded studies within the document, it was agreed that during the roll out of the 
process these studies, where possible, are reviewed through the self-managed 
route, or outside of the process where there are no registered reviewers at that 
organisation.   
 
With the agreement for Pharmacy Assurance to become a UK-wide collaborative 
process, initial discussions were had with the Four Nations Pharmacy Assurance 
Working Party regarding the standardised review fee and whether the previously 
agreed amount for the technical review was a suitable sum to be adopted by all 
nations.   
 
With the consensus of the Four Nations Pharmacy Assurance Working Party, the 
proposal to adopt the standardised fee across the UK was presented to the Four 
Nations Policy Leads (along with the Payments Framework Guidance) for approval 
and adoption in November 2017.  In both Wales and Northern Ireland, it was felt that 
the fee and guidance provided in the Payments Framework provided sufficient 
flexibility to enable each nation to manage the requirement for payment where it was 
deemed necessary.  The adoption of the payment in Scotland was considered by the 
NHS Scotland Research Strategy Board, who concluded that Scotland would not 
adopt the charge.  This is because (i) the cost of collecting the proposed scheme 
(establishing contracts, raising invoices etc.) would probably equal the income, and 
(ii) introducing a charge when none was applied at present (dependent on study 
type) could potentially be viewed negatively/seen as a retrograde step by Scottish 
funders.  
 
This variation in the UK-wide collaborative process meant an update to the 
Payments Framework Guidance, the Pharmacy Assurance webpages on IRAS and 
the HRA website, to include the difference in fees for Scotland. 
 

https://www.hra.nhs.uk/about-us/committees-and-services/technical-assurances/radiation-assurance/
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To date no reviews have been conducted outside of England, however as the 
process progresses, the payments process and variation between nations will be 
monitored to identify any difficulties or issues that arise. 
  
3.6 Quality assurance 

A quality control (QC) process to ensure a professional oversight of the system at all 
stages was discussed initially during in the evaluation of the pilot, but no formal 
process was drafted. 
 
The TA team created a proposal which was presented to the Four-Nations Pharmacy 
Assurance Working Party and to the HRA Technical Assurance Board (which 
included both external NHS representation and representation from across the HRA) 
which highlighted three main areas which it was anticipated might require quality 
control measures:  

• Consistency check performed by Technical Assurance Officers (TAOs); 
• Compliance of Lead Pharmacy reviewers to the information requirements of 

the review; 
• Compliance to the standard operating procedures (SOPs), including 

adherence to timelines.  
 
It was anticipated that bullet point 2 would be quality controlled by pharmacy 
professionals due to the expert knowledge requirements in conjunction with the HRA 
Approval Manager – Technical Assurances, and that bullet points 1 and 3 would be 
quality controlled by the HRA Approval Manager – Technical Assurances alone. The 
Technical Assurance department would then be audited by the HRA’s Quality 
Assurance department.  
 
In addition, feedback would be sought from applicants, and participating sites as to 
the quality of information provided.  This feedback would enable the HRA to monitor 
the process and any areas where modifications may be necessary. 
 
An initial QC process for roll out was developed by the TA team based on the QC 
procedure that had been designed for Pharmacy Assurance, taking into account the 
two routes to submission.  It was originally agreed that the QC of Pharmacy 
Assurance expert reviews would be undertaken annually by those registered 
reviewers who undertook reviews through the HRA-managed route only.  This was 
due in part to the agreement/understanding that the £500 review fee incorporated an 
attribution to undertaking a QC check and that the management of the quality of 
those carrying out reviews through the self-managed route were the remit of the 
sponsor.  However, upon discussion with the Four Nations Pharmacy Assurance 
Working Party and HRA Technical Assurance Board, it was agreed that all registered 
reviewers would conduct one continuing development QC per annum, but that those 
reviewers who were paid the standardised review fee would conduct additional QC 
checks.   
 
The QC would be undertaken anonymously only using the Pharmacy Technical 
Review form and would be conducted by another registered reviewer, external to the 
original reviewing organisation.  
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QC guidance and documentation were produced, which directed QC reviewers 
(known as auditors) to check aspects of each area of the Pharmacy Technical 
Review form and assign an outcome based on areas of non-compliance (e.g. minor 
non-compliance with corrective action required).  The results of the QC would be 
shared with the original reviewer. 
 
Quality issues would then be reviewed quarterly by the HRA Approval Manager – 
Technical Assurances and the Four Nations Pharmacy Assurance Working Party to 
identify trends and areas for improvement.  Where learning opportunities were 
identified from these reviews, these would be shared with all registered reviewers to 
ensure continued consistency and quality in the service provided. 
 
A testing of the process ahead of roll out identified that the initial QC process would 
be extremely burdensome to reviewers, as it would be akin to conducting a full 
review.  Discussions with the Four Nations Pharmacy Assurance Working Party to 
identify key areas where concerns could be raised/issues could occur, led to a 
redrafting of the process in order to reduce time implications without minimising the 
value of the process. 
 
The HRA Pharmacy Assurance process is now supported by a quality assurance 
(QA) check which is conducted if poor quality or other issues are reported regarding 
a review.  This process is only applicable for HRA-managed studies with the onus for 
quality for self-managed studies remaining with the sponsor.   
 
The amended QA process (as detailed in appendix 3) still provides the option to 
undertake a study QC check as per the previous process and where necessary, but 
focuses primarily on prompt resolution and learning from issues raised.  Time is 
taken to resolve any query that may arise, from either site or sponsor, with the 
original reviewer in the first instance.  Where this is not possible the Four Nations 
Pharmacy Assurance Working Party act as intermediaries, reviewing the issue and 
suggesting a route to resolution.   
 
Any issues relating to consistency review performed by TAOs, compliance of Lead 
Pharmacy reviewers to the information requirements of the review and SOPs will be 
captured through this process.  
 
The quality of consistency review and adherence by TAOs to HRA internal SOPs will 
be monitored via the HRA TA team internal QC process and associated 
documentation.  This will be managed by the HRA Approval Manager – Technical 
Assurances. 
 
Updated guidance and supporting documentation for reviewers was generated to 
support the new QA process ahead of roll out. 
 
This improved process has been designed to encourage more learning opportunities 
and enable the TA team to monitor trends and issues more frequently than 
previously proposed, whilst reducing the burden on reviewers.   
 
Adherence to timelines for both TAOs and Lead Pharmacy reviewers will be 
managed outside the formal QA process.  The collation and presentation of metrics 



 

Version 1.0 Final 22 August 2019  P a g e  | 11 

will be reviewed monthly and discussed with the Technical Assurance Project Team 
(previously the Technical Assurance Board) and Four Nations Pharmacy Assurance 
Working Party. 

4.0 Project implementation 
 
Due to the major developments of and the significant work undertaken to define and 
develop the UK-wide collaborative process of HRA Pharmacy Assurance since the 
original inception of the Single Pharmacy Technical Review in 2015, the process was 
seen by those outside of the project as having stalled and not progressed despite 
continued updates and communications with the wider research community. 
 
Consensus was reached by all concerned parties in June 2018 to test the process 
that had been re-developed and to open to reviewer recruitment in July 2018.  
 
All documentation and proposals pertaining to the recruitment of reviewers were 
reviewed and agreed by both the Four Nations Pharmacy Assurance Working Party 
and HRA Technical Assurance Board.  These included the submission process, role 
description, level of experience and required documentation, advertisements, 
communications and proposed updates to the HRA Pharmacy Assurance web page. 
 
Ahead of advertising, those stakeholders who were submitting studies through the 
previous process were approached to garner agreement to temporarily halt the 
acceptance of studies through Pharmacy Assurance ahead of opening to reviewer 
registration, in order to avoid any confusion (by applicants, reviewers and 
sponsors/trusts) that could occur by running the two different processes side by 
side.  
 
Notice was provided to funders, and the Payments Framework Guidance submitted 
for information, of the proposal to halt studies and open to recruitment with a view to 
opening to Pharmacy Assurance in autumn 2018 as this would mean that the 
standardised review fee would be required in funding applications.   
 
4.1 Recruitment of reviewers 

Reviewer recruitment opened on 11July 2018 to Pharmacists and Pharmacy 
Technicians with expertise in oncology studies, including paediatrics, radiopharmacy 
and Advanced Therapy Investigational Medicinal Products (ATIMPs).  The original 
deadline for receipt of applications was 03 August 2018, this was later extended to 
31 August 2018 due to the positive response the HRA had received from individuals 
requesting an extension to accommodate annual leave during the summer holidays.   
Recruitment has been kept open on an ongoing basis since the initial recruitment 
drive, though a deadline for the submission of documents has been removed from 
the website to reflect the nature of recruitment now that the process is open to 
studies. 
 
Once an application is received, it is reviewed by a recruitment panel of HRA senior 
managers to assess suitability against the role description.  Successful applicants 
are required to sign terms and conditions of service before completing the online 
training module about the Pharmacy Assurance process.  As discussed above, 
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applicants must gain a score of 80% or more in the test to pass the training, at which 
point they are registered as an HRA registered pharmacy reviewer. 
 

 
Figure 1: Graph of the number of Pharmacy applications received by month, together  
with the number of reviewers registered. 
 
Partway through phase one of Pharmacy Assurance an application was received 
from a radiopharmaceutical scientist, who wished to register with the HRA.  It was 
not realised that those individuals working in a radiopharmacy environment did not 
have to have a pharmacy qualification.  Upon investigation with the relevant 
professional bodies (BNMS, GPhC) it was identified that to work within a 
radiaopharmacy, experts would need to be professionally registered as a either a 
radiopharmacist or a radiopharmaceutical scientist.  Following this discovery, the 
reviewer recruitment advert and webpages were updated to reflect this. 
 
4.1.1 Advertisement and communications 

A news story was included on the front page of the HRA website on the day on 
which recruitment was opened. This news story included information about the role 
and how to apply and linked to the permanent advert on the HRA website, which 
includes a short piece by the Expert Advisor for England, Anita Chhabra, extolling 
the benefits of the process and the impact for sites. An advert was shared with the 
following external stakeholders which linked to the news story on the website: 

• NHS R&D contacts in England for circulation to pharmacy departments, via 
the HRA Approval Change Manager; 

• Commercial sponsors, via Commercial Clinical Operations Group (cCOG); 
• R&D Forum; 
• Cancer Research UK, on behalf of the Experimental Cancer Medicine Centres 

(ECMCs); 
• Chemotherapy Pharmacy Advisory Service (CPAS); 
• National Pharmacy Clinical Trials Advisory Group (NPCTAG); 
• British Nuclear Medicine Society (BNMS); 
• National Institute for Health Research (NIHR); 
• Association of Medical Research Charities (AMRC); 
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• Via an online mailing site called JISCMail; 
• Four Nations Pharmacy Assurance Working Party members. 

 
Additionally, the Devolved Administration Operational Leads and Policy Leads were 
informed of the roll-out of recruitment.  Recruitment was also communicated via the 
HRA Twitter account, and some were re-Tweeted by the stakeholders listed above. 
 
The GPhC was asked to share the advert in the hopes that we would reach 
additional pharmacists/pharmacy technicians, but they responded to inform us that 
they would not be able to do so. 
 
4.1.2 Number of applications received 
 
The highest number of applications were received during phase one recruitment.  
14% of those that applied were reviewers who had assisted with study reviews 
during the pilot.  These reviewers were contacted directly to inform them of the 
changes and to ask them to register as reviewers through the new process. It is 
reassuring to see that although not all of the pilot reviewers applied, our 
communications were wide-reaching enough to ensure that we received a large 
number of applications from those who had not previously been involved in 
Pharmacy Assurance.  
 

  Eng/Wal Scot NI 
Number of Applications 38 N/A N/A 
Pharmacists 27 N/A N/A 
Pharmacy Technicians 11 N/A N/A 
     
Number of Reviewers Registered 38 0 0 
Pharmacists 27 17 0 
Pharmacy Technicians 11 0 0 

Table 2: Number of reviewer applications received versus the number of reviewers registered from 11 
July 2018 to 31 January 2019.  No applications have been received or reviewers registered since 
January 2019. 
 
It was agreed with the Devolved Administrations that due to their processes requiring 
all pharmacists working within Health Boards to review as part of the R&D Approval 
process, that it would not be necessary for those individuals to apply.  It would be the 
responsibility of the members of the Four-Nations Pharmacy Assurance Working 
Party for Scotland and Norther Ireland, to provide a list of names for registration and 
completion of the online training module.  Northern Ireland were not joining the 
process until late 2019 and Scotland were implementing the changes into their SOPs 
prior to registering.   
 
Most reviewers have registered to review both HRA-managed and self-managed 
studies, with some reviewing only HRA-managed studies and only one individual 
electing to review Self-managed only. This showed that most individuals were willing 
to support other organisations to implement a more streamlined system. 
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Figure 2: Split of reviewers registering by review type. 
 
4.1.3 Reviewer expertise 

Whilst experts specifically with clinical knowledge of adult and/or paediatric oncology 
were recruited, most applicants had knowledge of other clinical areas which will be 
useful when additional study types are accepted. 
 

 
Figure 3: Pie chart of the specialist areas which registered pharmacy reviewers are able to review. 
 
4.1.4 Time taken to register 
 
The mean time taken for individual reviewers to register – from the date of submitting 
their application documents to the date on which they were registered – was 43 
calendar days. This should be taken into consideration for future recruitment drives 
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to ensure that sufficient time is given for advertisement of the role and the 
registration process to be fully completed before studies are accepted for review. 
 
4.2 Communications 

Following lessons learned from the roll out of Radiation Assurance, the TA team 
worked closely with the HRA Communications team ahead of opening to reviewer 
recruitment, to ensure that the communications team had the required length of time 
to review, agree and undertake all the necessary changes to the HRA Pharmacy 
Assurance recruitment webpages.  
 
The update to create a permanent advert on the HRA website was created and the 
recruitment documentation uploaded on the day of recruitment launch.  Updates to 
the main Pharmacy Assurance webpage was also implemented.  
 
4.3 Timelines 

The timelines which were tested during the pilot of Pharmacy Assurance were found 
to be met in most instances and often with plenty of time to spare. These timelines 
were not reduced for phase one of roll-out as there had been changes in the review 
process, guidance for HRA staff, applicants and reviewers, and new reviewers 
recruited which could have negatively impacted on the ability to meet any decreased 
timelines. Additionally, there was an increase in communications and therefore 
awareness in the process which could have led to a significant increase in 
submissions. The maximum timelines given in this report are therefore the same as 
the timelines tested during the pilot phase and are exclusive of the time taken for the 
sponsor to respond to any queries. 
 
All timelines are given in calendar days.  For the purposes of recording metrics the 
HRA’s working day is considered as 8am to 4pm. Any documents or emails which 
were sent or received after 4pm were therefore recorded as the next working day. 
 

5.0 Launch of Pharmacy Assurance – Phase One 
 
The HRA, in conjunction with the Devolved Administrations, launched the new 
Pharmacy Assurance process, in England and Wales, to accept all oncology studies 
taking place in the NHS, on 15 October 2018. 
 
Communications were sent to various stakeholders regarding the launch date, taking 
into account feedback we had received during the reviewer recruitment process and 
the time taken to disseminate information, as well as timelines required for the HRA 
Communications team to provide any necessary support.   
 
Unfortunately, HRA Pharmacy Assurance did not receive its first study submission 
until December 2018.  This was a Self-managed study which did not enable us to 
test our process and timelines fully.  A HRA-managed study would not be received 
through Pharmacy Assurance until 21st January 2019. 
 
In light of this, the lack of study submissions was raised as an issue for the HRA. 
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5.1 Lack of study submission 

From October 2018 to mid-January 2019, the HRA received approval applications for 
52 studies that would have been eligible to progress through Pharmacy Assurance.  
By end of February 2019, a total of 4 HRA-managed studies had been submitted. 
 
In order to raise study submissions, the TA team, sent further communications to 
external stakeholders, held workshops and spoke to the wider research community 
at conferences and events.  
 
Whilst there was a lot of communication from July 2018 about the process opening 
to accept studies in October, the submissions guidance for applicants was not 
published on the IRAS website until November 2018, a whole month after launch.  
This was due to difficulties in presenting the differing methods of submission across 
the Nations in a format that applicants would understand.  This may have meant that 
sponsors and applicants needed additional time to digest the information and 
understand what they needed to do, including preparing their submissions.  This 
delay coupled with the Christmas break may have been one factor in the delay of a 
first submission being received. 
 
The HRA sought feedback during this time regarding the lack of submissions.   
 
Responses from commercial sponsors indicated that they would come through the 
process but were not ready yet, and some smaller commercial sponsors did not 
know about Pharmacy Assurance, despite numerous communications. 
 
There also seemed to be a general lack of awareness regarding the benefits to 
sponsors of the process and the differing routes to submission. 
 
Concerns were raised regarding timelines and submission timepoints, however 
without studies being received through the process, the above could not be tested. 
 
Feedback also indicated that many sponsors were not willing to submit at this early 
stage, as the process was not ‘mandatory’, and sponsors did not want to change 
their processes to accommodate Pharmacy Assurance (an ‘untested’ process), until 
they were required to, as although there are delays sites are able to set up at the 
moment.   
 
Discussions were held with the Four-Nations Pharmacy Assurance Working Party 
and Technical Assurance Project Team (previously Technical Assurance Board) 
regarding next steps and how best to progress Pharmacy Assurance in England and 
Wales. 
 
It was agreed that the HRA would continue visiting sites, in particular smaller 
commercial sponsors and CTUs, to promote Pharmacy Assurance, whilst receiving 
feedback from those applicants who had been though the process. It was also 
suggested that holding a series of webinars targeted at specific groups, for example, 
R & Ds, sponsors, pharmacists may be beneficial.  The Technical Assurance 
Manager would also continue to engage with key pharmacy groups such as 
NPCTAG and CPAS. 
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As the TA team had received several enquiries for submissions from studies outside 
of the phase one of rollout, it was decided to amend phase two from phase I-II/III 
non-oncology to phase III oncology studies and to launch mid-March.  Reviewer 
numbers were sufficient to accept an increase in study numbers and this assumed 
progress would hopefully send a positive message to the research community.  

6.0 Current status of Pharmacy Assurance  
 
Phase two of Pharmacy Assurance opened to accepting all phase III oncology 
studies, as well as continuing to accept all phase I-II/III oncology studies, on 18th 
March 2019. 
 
This section of the report will consider all data received during phase one and two. 
 
6.1 Metrics 
 
6.1.1 Study Submissions 

From 15 October 2018 to 31 July 2019 a total of a total of 135 studies which met the 
criteria for submission to Pharmacy Assurance were submitted to the HRA. 
 

 
 Figure 4: Submissions to Pharmacy Assurance as a comparison to eligible and overall study 
submission. 
 
To date, 14 studies have been submitted for review through the HRA-managed route 
and 2 studies for Self-management through Pharmacy Assurance (16 studies in 
total). Of these 14 studies, one was rejected as it was a single site study and 
therefore not eligible to progress through the process. 
 

 Pharmacy 
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Sponsor type* Commercial 13 (87%) 104 (80%) 
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England 15 (100%) 126 (92%) 
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per IRAS filter 

Clinical trial of 
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0

10

20

30

40

50

60

70

CTIMP application submission trends

All CTIMP studies

Studies eligible for Pharmacy
Assurance

Pharmacy Assurance submissions



 

Version 1.0 Final 22 August 2019  P a g e  | 18 

page question 
2) 

medicinal product 
(CTIMP) 

Combined CTIMP and 
clinical trial of 
investigational 
medical device 

(CTIMD) 

0 2 (2%) 

Table 3: Comparison of studies submitted to Pharmacy Assurance to those which were eligible to be 
submitted through the process and were booked to REC during phase one of roll-out. 
*Two sponsor types for eligible studies submitted to REC are unknown. 
 
The first submission for phase two was received on 10 April 2019, 22 calendar days 
after the process opened to accept studies.  
 
Of the 13 studies, all submitted a pharmacy manual at some point in the review 
process and all had been submitted by the same commercial sponsor. 
 
To date, only two studies are still active during the evaluation period. One is awaiting 
a full document set (with the sponsor) and the other is at review stage but has 
queries awaiting to be answered (with the sponsor). 
 

 
Figure 5: The status of all studies submitted as of 31 July 2019 
*TAO = Technical Assurance Officer at the HRA 
 
6.2 Total review timeline 

A total review timeline of 30 days was proposed for the process and was tested in 
phase one.  The review timeline is from the date of submission of a full document 
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set2 up to the date on which confirmation of Pharmacy Assurance is sent by email to 
the sponsor. This includes consistency review, reviewer assignment and completion 
of the review.    
 

 
Mean 

timeline 
Median 
timeline 

Total Review Timeline  30 25 
Total Review Timeline not including time with applicant 20 18 
Time spent with applicant 10 7 

Table 4: Total review timelines achieved to date. The figures in bold are for ease of comparison 
against the published timeline of 30 days. 
 
Whilst the timeline is being met in all instances it should be considered that only 
approximately 11% of eligible studies were submitted for review. Any increase in the 
rate of submissions should be carefully monitored to assess the impact on the 
timelines achieved. 
 

 
Figure 6: Review timelines of all studies completed through Pharmacy Assurance to date, against the 
30-day target.  
 
6.3 Consistency review 
 
Consistency review was previously termed “validation” during phase one of roll-out, 
but this was amended at phase two to prevent any confusion or link between 
Pharmacy Assurance and REC/HRA Approval processes.   
 
A consistency review timeline of 7 days was proposed for the process, which was 
from the date of submission of a full document set up to the date on which the 
sponsor was informed that the application was valid, excluding the time it took for the 
sponsor to respond to any queries. 
                                            
2 A full document set is classified as the IRAS form, protocol, Investigator Brochure (IB) or Summary 
of Product Characteristics (SmPC), IMP labels (as sent to the MHRA) and where available material 
safety data sheets / pharmacy manual. 
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Mean 

timeline 
Median 
timeline 

Consistency Check Timeline 5 3 
Consistency Check Timeline not including time with sponsor 3 2 
Time spent with applicant 2 0 

Table 5: Consistency review timelines (HRA-managed studies) achieved during roll-out. This data is 
available for the 13 studies which have been checked for review through Pharmacy Assurance. The 
figures in bold are for ease of comparison against the published timeline of 7 days. 
 
A mean timeline of five days and median timeline of three days was achieved when 
including the time it took for the sponsor to respond to queries; when excluding 
sponsor response time, this decreases to a mean of three days and a median of two 
days. Consistency check timelines ranged from one to seven days. 
 
As above, whilst the timelines are currently being met these should continue to be 
monitored carefully to ensure that applicants are being given accurate information 
about how long this part of the process will take, particularly for self-managed 
studies as this review process only measures one of the two timelines we externally 
publicise. 
 
6.4 Sourcing reviewers 
 
No timeline was tested to assign reviews to reviewers, though reviewers were asked 
to respond to confirm whether they could complete a review within two working days 
of being sent an email requesting a review. If the reviewers who were originally 
assigned the review declined to complete it (e.g. due to upcoming annual leave) the 
HRA sourced alternative reviewers until confirmation was received that a reviewer 
could complete it.  
 
It has been suggested through direct feedback that when contacting reviewers to 
ascertain whether they are able to undertake a review, it may be beneficial for the 
HRA to flag the request for review emails as ‘high importance’, to support reviewers 
in identifying the request for review email and enabling them to respond in the 
requisite time frame. 
 
Where reviewers know they will be unavailable for a period of time (e.g. annual 
leave), we ask that they inform us, so we do not assign a review to them during the 
period of their absence, thereby streamlining this part of the process wherever 
possible.  During roll out of phase one of Radiation Assurance, there were instances 
whereby we were not informed of absences and no ‘out of office’ was received.  In 
line with internal processes, the TAOs contacted individuals twice before reassigning 
the review.  Although this did not impact greatly on the Radiation Assurance 
timelines during this phase, it was agreed that this was an additional burden on the 
TA team and could lead in future to a detrimental effect on the speed at which 
reviews are reassigned, particularly with an increase in submissions.  The TA team’s 
internal processes for both Pharmacy and Radiation were therefore amended so that 
reviews were reassigned automatically when no response was received within two 
days of emailing to request that a review was completed. 
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6.5 Expert review timelines 
 
Lead Pharmacy reviewers were asked to review studies they were assigned, within 
14 days of the email requesting the review was sent to them, excluding any time it 
took applicants to respond to any queries. The reviewer “clock” was stopped on the 
day they raised queries with the HRA, though the HRA total timeline “clock” was not 
stopped until queries were forwarded to the applicant. Similarly, the HRA total 
timeline “clock” restarted on the day the applicant responded to the queries, and the 
reviewer “clock” restarted on the day the HRA forwarded the response to them. 
 
Agreement by a reviewer to undertake a review starts the 14 day reviewer “clock”.  It 
was necessary during this phase of roll out to amend the initial communications to 
the lead reviewers requesting completion of a review from the original process. The 
original email asked them to accept the study to review (which would need to be 
completed within 14 days); a positive response to this would start the “clock” and it 
was only after this that they would then be informed of the time by which the review 
was to be completed in a second email. The first email was revised to include the 
date by which the review should be completed, with the second email updated to re-
confirm this date in order to make it clearer what the expectations on reviewers are.  
The change to process has not affected the “clock” start but has clarified the 
timelines for reviewers and reduced the number of emails sent/received. 
 
The reviewer timeline is an internal metric only and is not shared externally with 
applicants; it was used to enable reviewers to prioritise the completion of the 
Pharmacy Assurance review within their own workloads. Where additional reviewers 
(where needed depending on study and lead reviewer specialisms) are required to 
complete their part in the reviews within the lead reviewer’s 14 day timeline i.e. they 
were not given a separate timeline to meet. 
 

 
Mean 

timeline 
Median 
timeline 

Expert Review Time  31 26 
Expert Review Time minus queries to sponsor 22 18 
Time spent with applicant 9 8 

Table 6: Average expert review times achieved to date, excluding the time it took applicants to 
respond to queries. The length of time it has taken applicants to respond to queries on average is also 
included.  The figures in bold are for ease of comparison against the internal timeline of 14 days. 
 
Reasons for some reviews taking much longer than 14 calendar days includes: 

• A delay in assigning reviewers for example due to annual leave; 
• Delay in submission of pharmacy manual leading to multiple queries being 

raised and aspects of the review needing to be amended following 
submission. 

• A delay in the initial queries being raised by reviewers; 
 
These timelines should be carefully monitored in future to ensure that this does not 
negatively impact on the total review timeline of 30 days, particularly given that 
review times ranged from 11 to 27 days for expert reviews. It may also be that closer 
monitoring of timelines during the review by the HRA would be beneficial in particular 
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where queries are raised by reviewers as the date by which the review needs to be 
completed by would then change.  Where trends in queries are identified it may be 
necessary for the HRA to provide further guidance to applicants and the wider 
research community. 
 

7.0 Feedback received (and recommendations ahead of further roll 
out) 
 
Feedback was requested from the following groups; 

• Funders 
• Sponsors/applicants 
• Reviewers 
• HRA/HCRW Approval staff 
• Coordinating Function staff in Northern Ireland and Scotland 
• Sites 

 
Targeted feedback questions were developed and agreed prior to being uploaded 
onto SurveyMonkey (online survey provider).   
 
Areas for feedback were: 

• Training 
• Payment 
• Process 

 
The uptake on the completion of the SurveyMonkey questionnaires was extremely 
poor (2 responses).  Within these responses, questions had been skipped and 
comment was not always provided.   
 
Additional feedback received outside of the above surveys was also collated and 
reviewed as part of this evaluation. 
 
All feedback received is summarised below. 
 
7.1 Case Studies 

As part of the feedback process, the HRA directly approached applicants and 
reviewers to better understand how the review process was perceived by those 
using it. 
   
Both the Commercial and NHS sponsors that have used the process were 
approached by the TA Team on behalf of the HRA.  Responses received 
demonstrate the improvements that Pharmacy Assurance has made to the process 
of site set up. 
 
This is evident in the number of repeat submissions from the same sponsors (both 
commercial and NHS).   
 

• “…impressed with the timelines in which the study was reviewed” 
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• “allows the information to be efficiently shared with the sites … making the 
setup process quicker” 
 

• “As a site, this technical information is crucial to enable key conversations to 
be had early enough in the set-up process” 
 

7.2 Process 

Response regarding the process overall has been positive. Pharmacy Assurance 
has been well received by those going through the process, who feel that having a 
streamlined and defined system will be a vast improvement to what is in existence 
currently.  
 
One of the studies being reviewed through Pharmacy Assurance was a 2-part trial, 
with only one element being conducted within the UK.  This was not notified to the 
TA team and was picked up at review stage by the registered reviewer.  The 
implications of not identifying this early in the process would have been that the 
reviewer would have potentially extracted information for inclusion in the Pharmacy 
Technical Review Form that wouldn’t have been pertinent to the UK.   
This has led to an additional check and question at consistency review stage, so it is 
clear when a reviewer is assigned the study which aspects are applicable in the UK. 
 
7.3 Clinical Pharmacy Congress  

On 6 and 7 June 2019, the TA team attended the Clinical Pharmacy Congress 
(CPC), the largest assembly of clinical pharmacy professionals in Europe held in the 
UK.  The congress provided an opportunity for commercial companies, NHS 
exhibitors, education, professional bodies and clinical pharmacy staff to network, and 
to attend seminars on a variety of related topics.  
 
The HRA were provided with exhibition space to house the HRA banner stand and a 
speaking slot in order to further publicise Pharmacy Assurance and its’ benefits.  The 
Technical Assurance Manager, alongside Anita Chhabra (HRA’s Pharmacy Expert 
Advisor) delivered a presentation on Pharmacy Assurance, the benefits for sponsors 
and pharmacies during clinical trial set up. 
 
The presentation generated much discussion and questions from the audience 
regarding current status, recruitment of reviewers, what information is covered in the 
form and what the impact was for sites and their processes.  On the whole feedback 
from the presentation was extremely positive with audience members providing 
contact details for further information. 
 
Attendance at the conference enabled the TA team to speak to clinical professionals 
about the process and the proposed impact for sites on time and workload.  It also 
provided individuals to visit the HRA stand and ask questions about the HRA and 
Pharmacy Assurance.  As well as speaking to clinical professionals, the TA team 
used the opportunity to interact with exhibitors (commercial, NHS and professional) 
to promote Pharmacy Assurance and identify key contacts within those organisations 
with which to further engage and discuss collaborative working. 
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Being present at the conference highlighted to the TA team that information 
regarding the Pharmacy Assurance process was filtering down to those clinical trials 
pharmacy teams at larger NHS Trusts, however those working in smaller 
organisations were unaware of the process.  It also became apparent that a lot of 
professionals in attendance at the conference were unaware of the HRA and its 
remit.  We believe this may be due to these individuals not working alongside clinical 
trials colleagues, however it was evident that further work needs to be done by both 
the wider HRA and the TA team to raise their external profile and awareness of the 
work being undertaken by the organisation. 
 
It is hoped that the TA team will be able to attend CPC in 2020 and continue to 
promote the Pharmacy Assurance process.  
 
7.4 Completion of the Technical Review Form 

Through use of the form during the review process, key areas for improvement have 
been identified.   
 
The inclusion of free text boxes in certain sections of the form were needed to further 
explain crucial bits of information relating to product information and IMP 
management.   
 
A check box for N/A was not originally included, however upon receipt of our first 
Self-managed review, it was noted that sections of the form were incomplete.  When 
this was queried with the reviewer, it became apparent that these areas were not 
applicable, yet no mechanism existed to demonstrate this (check boxes were just 
yes/no).  This was addressed with the inclusion of an N/A check box and the Review 
Form Guidance notes and Exemplar Technical Review Form updated accordingly. 
 
A change to laws surrounding cannaboid studies, led to discussions with the HRA 
policy team regarding how to support sites in identifying which licences are required 
to be able to accommodate site participation in these trials.  Following further 
conversation with the Four-Nations Pharmacy Assurance Working Party, it was 
agreed that the ‘set up/management and close down costs’ section of the Pharmacy 
Technical Review Form would be updated to include ‘Type D’ studies (the 
classification for studies involving cannaboids), alongside updates to reviewer 
guidance and the exemplar forms.  This would then enable sites to identify early I the 
set-up process whether they had the correct license to participate in the trial. 
 

8.0 Challenges faced following launch of Pharmacy Assurance 
 
8.1 Study submissions 

As detailed in section 5.1 and 6.1.1 of this report, study submissions have been 
extremely low in comparison to what has been eligible for submission through 
Pharmacy Assurance.  This is in part due to sponsors misunderstanding the 
timelines for Pharmacy Assurance, often assuming that the 30 day metric is just for 
the review process and not from point of submission to assurance being issued; and 
by sponsors not wishing to submit to an ‘untested’ process which may require them 
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to amend/review their internal procedures when it is not ‘mandatory’ for them to do 
so (feedback received). 
 
The TA team have been proactive in trying to increase study numbers, sending 
targeted communications (see list in section 5.1) to raise the external profile of the 
process, talking at national conferences (CPC – section 7.3), meetings (CTU Ops, 
NPCTAG, CPAS) and holding workshops (R&D Champions).  
 
We have been approaching sponsors that have submitted through Radiation 
Assurance and those that have links with other projects within the HRA, to ascertain 
whether they would be eligible/willing to submit through Pharmacy Assurance. 
 
Attendance at the CPC on 6 and 7 June, allowed the TA team to network and 
promote the process with professionals and exhibitors, but also highlighted visibility 
issues for the HRA as a whole.  Engaging with exhibitors helped to identify key 
contacts within organisations (commercial and NHS), who we have since 
approached to discuss Pharmacy Assurance and the possibility of working together 
to continue to trial the process. 
 
Thus far, responses from sponsors either indicates that they will look at their portfolio 
to see if they have anything applicable to submit, or that they do not sponsor trials in 
the therapeutic areas that Pharmacy Assurance is currently open to. 
 
The TA team has and continues to approach those reviewers who are registered 
with us but who’s employing organisation has not submitted any studies through the 
process, to arrange meetings with the R&D office to discuss the Self-managed route 
and benefits for these organisations.  The team is also undertaking work to target 
key commercial sponsors to promote the process and identify whether they would be 
willing to work alongside the HRA to further test the process.  We have also asked 
whether there would be any issues that would stop them becoming involved in the 
process and if so, how we could work together to find a solution. 
 
As with commercial sponsors, the TA team has also identified 5 CRN regions where 
the lead Trust either submitted studies through the original pilot (2015) or has 
received a talk by a member of the TA team on Pharmacy Assurance but has no 
reviewers registered.  Again, the intention is to approach these Trusts and CRN 
leads to highlight the process, raise awareness of the benefits and discuss reviewer 
recruitment and study submission.  
 
Having approached those applicants who have submitted through us and 
participating sites who will have received the documentation, we have been able to 
collate positive feedback on the process (section 7.1), by which to use to engage 
stakeholders.  Being able to demonstrate the positive experiences of sponsors and 
sites through Pharmacy Assurance has been hugely beneficial in promoting the 
process to those stakeholders that the TA Team are currently in discussions 
with/approaching and has enabled the commencement/reinstatement of 
conversations with those who did not previously understand or wish to engage with 
the process.   
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At the time of this report contact and discussions are ongoing, but a positive 
reception has been received, with organisations keen to engage in dialogue and see 
where it is possible to support the process. 
 
Part of our original communications has always included the benefits of the process 
and the fact that Pharmacy Assurance will eventually be part of HRA/HCRW 
Approval, despite this, sponsors are still not putting studies through. Part of the 
feedback received from sponsors Upon discussion with the Four-Nations Pharmacy 
Assurance Working Party, it was suggested that when speaking to stakeholders 
what we say is not selling the process, despite approaching the right people. The 
Working Party suggested that the benefits could be better sold if the advantages for 
each stakeholder were highlighted (e.g. benefits for sponsors, benefits for sites).  For 
example, one of the biggest delays in sponsor time lines is getting the ‘green light’ 
from pharmacy.  By extolling the Pharmacy Assurance aims of quicker set up times, 
we would be able to highlight that through the process, provision of key information 
(to sites) earlier in the set-up process leads to quicker study set up, which leads to 
more sites opening sooner and therefore participants being recruited more quickly.   
 
In external presentations it was agreed it would be helpful to have a standard slide 
deck for use when going to speak to stakeholders, with the targted benefits.  It was 
also suggested that a graphic is used to show how the set-up process looks now, 
versus how it is with Pharmacy Assurance to make it more tangible. Unfortunately, 
as no standardised baseline data exists for how long it currently takes outside of 
Pharmacy Assurance (as set up and metrics are recorded differently for each study 
and site), it would not be possible to create a comparison graphic, however it would 
be possible to demonstrate the current process of numerous queries and contact 
points from each site setting up versus the single point for queries and contacts 
through Pharmacy Assurance, to further highlight the benefits of submitting to the 
HRA.  
 
8.2 Payment for reviews 

Through attendance at external meetings (e.g. CCOG) and by talking to individual 
sponsors (commercial and NHS), it has been identified that one of the stumbling 
blocks for sponsors in submitting to Pharmacy Assurance is the introduction of the 
review fee and, for commercial sponsors, the process of payment. 
 
The main issues appear to be that; 

1) No fee previously existed for this and sponsors fear there is a duplication of 
the R&D/pharmacy set up fees, with no reduction in costs present in the 
costing template; 

2) commercial sponsors are tied by the length of time it takes to implement a 
contract with a new trust for services undertaken, and that to set this process 
up is too lengthy and time consuming when they are able to (at present) set 
sites up outside of the Pharmacy Assurance process.   

 
With regards to point 1, the introduction of a Self-managed route for NHS sponsors 
means that the review fee would not be payable as the work remains ‘in-house’, the 
only external aspect of the review would be the consistency check by the HRA and 
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registration of the study.  Therefore, this issue is easy to negate for NHS sponsors, 
providing they have a HRA registered reviewer at site. 
 
As the process rolls out and further data is gathered, it will be easier to demonstrate 
time savings on studies that are reviewed through Pharmacy Assurance, thereby 
leading to cost savings at study set up as a large proportion of the work undertaken 
by pharmacy departments will have been conducted centrally.  Discussion have 
been had to include the reviewer fee in the NIHR costing template, however thus far 
this has been declined.  Conversations are still ongoing. 
 
Prior to roll out of phase one, discussions were had with experts and the research 
community regarding ways to resolve the issue of payment and to acknowledge 
where relationships pre-existed by means of a service level agreement (SLA) or 
vendor assessment (point 2).  The HRA-managed route provides applicants with the 
opportunity to indicate where these pre-existing arrangements occur so that 
reviewers may be sought from these institutions, thereby negating the need for 
further contract discussions.  Where this occurs, the commercial sponsors ensure 
the site is one participating in the study so that they may use the mNCA to include 
payment of review fees.  
 
Where commercial applicants have indicated they wish to use a trust that does not 
have reviewers registered with us, we proactively contact the trust to discuss the 
possibility of registration. 
 
Feedback received from sponsors indicates either a standard SLA (similar to the 
principle and set-up of the mNCA) would be beneficial or that a centralised payment 
system is implemented so that all sponsors have one contract with one party who 
then manages the payments process. 
 
The TA team will continue to engage with sponsors with regards to the process of 
payment. 
 
8.3 Timepoint of submission 

The issue of timing for Pharmacy Assurance has been one that is a concern to the 
HRA and potentially one of the reasons for low submission numbers.  Current 
submissions are processed outside of the HRA Approvals process and after the 
point of submission to the central booking system for REC review.  With current 
estimated timelines this would not enable the provision of information to sites at a 
time in the study set up process that is beneficial, as the Initial Assessment Letter 
(IAL) (from HRA Approvals which indicates to sponsors they can start to contact 
sites) will have been submitted to the site and by this stage the work needed to set 
up the study will have commenced. 
 
Although timelines for Pharmacy Assurance are currently being met and are below 
the target of 30 days, the rate of study submissions does not provide an accurate 
enough indicator for how long the process will actually take. 
 
Whilst looking at this issue, the TA team considered the idea of splitting the 
Pharmacy review process into 2 parts, it was anticipated that this would enable part 
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of the review to be done ahead of the IAL and the full review completed by the time 
HRA Approval is issued; 

• Part 1 would be a snapshot of information which a site would need to assess 
capacity and capability; 

• Part 2 would provide more detail to enable the set-up of the study at a 
participating site and this would accompany HRA approval.  

 
Wok was undertaken to separate the form into 2 parts and this was presented to the 
Four-Nations Pharmacy Assurance Working Party for discussion. 
 
The group felt this strategy could not be implemented for the following reasons;   

• Concerns regarding time elapsing between reviewing part 1 and part 2 of the 
form and whether the same reviewer would be available to complete both 
sections could mean that completing part 2 could potentially mean a full re-
review in order to understand the study and the pertinent information.  

• The information in sections 1-4 of part 1 did not provide sites with much 
information to decide on participation in a trial, because of this, staff in 
pharmacy departments would still need to look at study documents received 
from the R&D department to find deatils relating to information such as drug 
stability, to assess capacity and capability. 

• Unless a pharmacy manual could be ready to go at the point of the part 1 
review, the split review would not make any difference to the capability 
assessment, as key information would still be lacking. 

 
Although this was disappointing it did generate positive discussion around other 
areas of the process and identified potential solutions relating to visibility and 
submission timepoints. 
 
Through conversations it was ascertained that it was not necessary for the IRAS 
form to be submitted in order for a reviewer to conduct their review, what is more 
crucial is, where a pharmacy manual will not be submitted, for sponsors to provide 
key information that would be in the pharmacy manual to reviewers, thus further 
reducing the queries back and forth.  The TA team will be undertaking a piece of 
work to identify which areas of the Pharmacy Technical Review form relies on 
information that would be present in a Pharmacy Manual and using this to produce 
guidance for sponsors to enable the provision of this information at submission. 
 
Reliance on the IRAS form has meant that submissions have had to occur at a later 
timepoint than those of Radiation Assurance.  With the need for this document 
negated, it would be possible for sponsors to submit to the HRA before 
booking/submission to CBS is made.    
 

9.0 Recommendations ahead of further roll out 
 
It is recommended that Pharmacy Assurance progress to roll out to phase three, this 
would include the acceptance of all phase III non-oncology studies through the 
process. 
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Discussions with the Four-Nations Pharmacy Assurance Working Party and 
Technical Assurance Project team have concluded that this would build on the work 
already conducted by the TA team and enable them to re-approach those sponsors 
who have raised queries regarding studies outside of oncology. 
 
Opening up to further study types may increase the volume of study submissions 
and enable the HRA to thoroughly test the process before phase four and full 
implementation.  The current plan is for recruitment of additional pharmacy reviewers 
with the requisite expertise to begin from late August 2019, with studies accepted 
from September.  The launch is not dependent on additional reviewers; however, 
recruitment is a good way to raise awareness of the process and prepare sponsors 
for the upcoming roll out phase. 
  
9.1 Working relations 

As detailed above, the HRA is working very closely with the Four Nations Pharmacy 
Assurance Working Party to develop the service further. This relationship is working 
well and ensures that the review process and guidance are fit for purpose for experts 
in particular. The HRA will continue to work with the Working Party to ensure that 
Pharmacy Assurance continues to be a valuable process to use. 
 
In order to support sponsors to ensure that they submit a high-quality application to 
reduce the number of queries and overall timelines, it may be necessary to work 
more closely with them to highlight which information needs to be identified and 
available at the time of submission, either through HRA Pharmacy Assurance or 
outside the process.  The TA team will continue to monitor and assess overall 
timelines together with patterns in queries raised to assess whether sponsors should 
be approached so that guidance aimed at them can be clarified. 
 
9.2 Study submissions – working with sponsors 

It is anticipated that launching phase three of Pharmacy Assurance to accepting 
phase III non-oncology studies taking place within the NHS/HSC will increase study 
submissions, however, it is still crucial that the HRA promote the process and the 
ability to feedback whilst in testing phase. 
 
The TA team will need to continue to work with Approvals Operation and Approvals 
Programme staff to promote Pharmacy Assurance at national meetings (e.g. NCRI 
CTU Ops, CCOG) and encourage submission and feedback throughout the research 
community. 
 
The TA team have been and will continue to target key sponsors (both commercial 
and NHS) to invite them to work alongside the team in continuing to test the process 
ahead of formal implementation into HRA/HCRW Approval.   
 
9.3 Timepoint of submission 

To support sites in getting the correct information at the required time and to avoid 
duplication of effort (thus causing delays in set up), it will be necessary to amend the 
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current submission timepoints for Pharmacy Assurance from a post to a pre-
submission.   
 
As a pre-submission, the HRA will be able to test whether the review can be 
completed, and information provided to sites as part of the Local Information Pack.  
To achieve this, it is anticipated that the latest timepoint by which a submission can 
be received through the process will be 3 weeks prior to CBS booking.  Although this 
may seem extremely early in the approvals process for CTIMP studies, most 
sponsors have their key documents prepared prior to this and are at this stage 
completing the IRAS form.  Negating the need for an IRAS form means sponsors 
can submit to us as soon as their key documents are ready and at point of 
submission to Radiation Assurance if they are processing a study through that 
process.  
 
This can be implemented at phase three and will enable the HRA to test how this will 
work whilst still being outside of the HRA/HCRW process, thus no other timelines will 
be affected. 
 
Submissions guidance will need to be amended to alert sponsors and applicants in 
the change of submission documentation and dedicated communications will need to 
be sent highlighting this change. 
 
9.4 Timelines 

Whilst the timelines have been shown to work well thus far, there have been 
relatively few studies submitted and fully processed. It is therefore recommended 
that timelines are kept as they currently are, as they have not been fully tested yet.   
 
Sponsors want certainty on how long the process of Pharmacy Assurance takes and 
have misunderstood the 30-day timeline believing that it is for the expert review only 
and not the process in its entirety.  It is therefore recommended that the information 
available to sponsors is amended and a break-down of what the review timeline 
entails (i.e. consistency review, seeking reviewers of appropriate specialisms and 
completing the expert review) published on the Pharmacy Assurance webpage of the 
HRA website.  It would also be beneficial for sponsor to see how long the process is 
actually taking, thus the metrics currently collected by the TA team should be 
publicised graphically on the same webpage to demonstrate transparency and how/if 
the process is meeting its 30-day target. 
 
The expert review timelines should continue to be monitored carefully to ensure that 
the timelines we ask them to complete the review in are appropriate.  In order to 
support reviewers in completing the review in a timely fashion it is recommended that 
the HRA updates them regarding any change in the deadline, particularly where 
queries are raised with the applicant. 
 
9.5 Payment 

The issue of implementing contracts is not one that can be easily solved.  It is 
important that discussion is generated regarding next steps and how best to support 
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our commercial sponsors.  Conversations will need to occur to determine the crux of 
the issue and what solutions there are. 
 
Following initial review (consultation with a small percentage of commercial 
sponsors) it is apparent that the preference is for centralised system, failing that an 
SLA or contract similar to the mNCA. 
 
A centralised system would be advantageous as both applicants and reviewing trusts 
would deal with only one central party, rather than numerous contacts for different 
study reviews.  However, this would require investment (monetary, time and staffing) 
and may have implications with regards to liability of payments (e.g. late payment or 
where there is a dispute 
 
A standard SLA may be easier to generate but would require legal review by 
numerous parties, which could take years to reach an agreement and may not wholly 
solve the issue. 
 
The TA team will continue to work with commercial sponsors to identify trusts they 
already have working relationships with.  Where those organisations have reviewers 
registered, they will be approached to undertake study reviews.  Where no reviewers 
are registered at the suggested organisation, the HRA will approach the R&D office 
to promote application to the process and the benefits for the site from being 
involved with the Pharmacy Assurance process. 
 
It is recommended that the issue of payment is explored further, and discussion 
generated both internally and externally to identify areas of work regarding the wider 
contracts and payments issue in the NHS, where Pharmacy Assurance can dovetail 
or learn lessons from.  
 
9.6 IT systems 

Pharmacy Assurance currently uses SharePoint (a web-based collaborative platform 
to store, organize, share, and access information) to enable reviewers to access the 
study documents required for review.  This is a necessity as the size of the 
documents being shared with reviewers are too large to be shared via email.   
 
To login to SharePoint, the user must have a licence, at a cost.  At present, each 
reviewing organisation has a licence (purchased and managed by the HRA) which 
can be used by multiple individuals at that site (access is granted via a password 
and is only available to those registered with the HRA).     
 
While this approach to document sharing is currently working, as Pharmacy 
Assurance progresses, with more reviewers being recruited, it will be necessary to 
purchase more licences to accommodate the sharing of information.  This will be an 
extra annual cost for the HRA. 
 
Work was recently undertaken to create a Technical Assurance area on the HRA 
Assessment Review Portal (HARP), which created a document store for reviews 
linked to their IRAS ID, so that a complete picture of the study is available.  However, 
this is only an internal system and does not allow for those external to the 
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organisation to access it.  Discussion had been had internally regarding use of the 
HRA Assessment Portal (HAP), which enables NHS organisations to check 
the approval status of a study that they are participating in, as well as accessing the 
IAL and HRA Approval letters. However, as the portal does not provide sites with a 
complete set of documents, it was agreed that this would not resolve the issue. 
 
For REC members there is a member’s portal area on HARP, which enables them to 
view full, proportionate and or substantial amendment applications electronically.  
Each member is provided with a login and can only see those study documents 
which assigned to their committee for review.  The way this system is used and 
managed mirrors the way the TA team have set up SharePoint, however discussions 
need to be had with the HRA Research Systems team to ascertain whether the 
functionality of the members area can be used to support Pharmacy Assurance as it 
progresses. 
 
9.7 Staffing levels 

The TA team is a relatively small team undertaking an extremely large role (1 
manager, 1 senior TAO, and 4 TAOs, with one currently on secondment). 
 
The responsibility of the team is to progress both Pharmacy and Radiation 
Assurance and embed them into the HRA Approval process.  Once fully 
implemented they will continue to manage study submissions and oversight of both 
processes. 
 
Whilst staffing levels have been sufficient in the purely developing stage of rollout, 
the launch of both Pharmacy and Radiation Assurance, alongside the continuing 
developing of the processes has meant that at times (sickness, annual leave), the 
team has felt extremely stretched and the study submissions are currently only a 
small fraction of what should be received through the process.  
 
As both Assurances progress to full roll out and implementation, it will be necessary 
to look at staffing levels to ensure provision of the same level of quality that is 
currently seen and expected of studies progressing through Pharmacy Assurance. 
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Appendix 1 – HRA-managed process 

 
 
 

 
1) Email hra.pharmacyassurance@nhs.net no later than day of e-submission of IRAS form, submitting: Protocol / (Draft) IRAS 

form / IBs/SmPCs / drug labels / Pharmacy Manual / Material Safety Data Sheet / Trust Request Form. 
2) Consistency check performed by TAOs to ensure all documents have been provided. 
3) Once consistency check has been completed, the TAOs assign Reviewers (via taxi rank) with appropriate specialisms.  Where a 

Trust request form has been submitted, the TAO will endeavour to assign the study to that Trust (up to 3 trusts can be 
specified), this is to support Sponsors who require or have a VA, SLA or NDA in place.  If all specified individuals are unavailable 
the Sponsor has the option to wait or allow the HRA to assign via taxi rank. 

4)  Reviewers follow the pharmacy assurance guidance.  HRA indemnifies the reviewer for work undertaken and content. 
5)  HRA aims to send completed review back to sponsor within 30 calendar days of submission date (excluding queries). It is  
     sponsor’s responsibility to share this with participating sites. 
 

30 calendar days (excluding queries) 

mailto:hra.pharmacyassurance@nhs.net
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Appendix 2 – Self-Managed process 
 
 
 

 
 

 
1) Email hra.pharmacyassurance@nhs.net submitting the Self-managed Registration Form.  On the self-managed registration 

form, the applicant needs to specify which Reviewers are to be used – Sponsor needs to know this in advance. 
2) HRA registers study and checks that the reviewers identified have the correct specialisms.   
3) If Sponsor finds that their Self-managed Reviewers cannot review the study, they can ask for the review to be HRA-managed 

but would need to provide appropriate documents and have appropriate funding in place. 
4) Reviewers still follow the pharmacy assurance guidance and process to ensure the output is the same.  Trust indemnifies the 

Reviewer for work undertaken and content. 
5) Once the Review is completed in order for Pharmacy Assurance to be confirmed, the applicant must send the completed form 

back to the HRA. 
  

Applicant submits 
to Pharmacy 
Assurance

HRA registers 
application

HRA liaises with 
applicant

Queries

Reviewer 
allocated by 

Sponsor

Pharmacy 
Reviewers 

complete review

Applicant liaises 
with Reviewers

Queries

Completed review 
form sent to HRA

HRA confirms 
Pharmacy 

Assurance in 
place

Local capacity & 
capability

Applicant shares 
review with 

participating sites

mailto:hra.pharmacyassurance@nhs.net
mailto:hra.pharmacyassurance@nhs.net
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Appendix 3 – HRA-managed QA process 
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