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1. Purpose 
To outline the procedures necessary for co-ordinating the administrative support required for 
the management of study mailings to research studies from set up and throughout recruitment 
and follow-up within Keele CTU. 
 
2. Scope and Applicability 
This SOP applies to all individuals undertaking functions outlined herein. This includes all 
core Keele CTU staff and all other academic, research, management or admin staff, or 
students working on Keele University sponsored/ Keele CTU managed clinical research 
projects through site agreements, service or other contractual arrangements. 
 

This SOP must be followed in line with the NHS Research Governance Framework, and the 
University, Research Institute and CTU policies.  
 
Where applicable to Clinical Trials of Investigational Medicinal Products (CTIMPs) this SOP 
must be followed in line with the UK Medicines for Human Use (Clinical Trials) Regulations 
2004 and subsequent amendments, and the EU Clinical Trials Directive. 
 
Where applicable to non-CTIMP studies this SOP must be followed in line with the appropriate 
Good Clinical Practice guidance. 
 
3. Procedures 
It is important to note that different types of studies (e.g. Quantitative surveys, Clinical trials, 
Qualitative studies) conducted by the CTU may require different levels of administrative and 
data management support. 
 
A Data Management Plan (DMP), TEM75 Data Management Plan Template and study 
timeline should be generated to outline the study specification, expected volume of 
participants to be invited, invite and follow up times points, and format of expected data 
collection. The DMP must define the administration and data management processes relating 
to the study. This may include reference to working instructions (which may be general or 
study specific) outlining these processes in more detail. 
 
A data process flow should also be generated to outline the flow of data throughout 
recruitment and follow up of a study. The data flow should be used to inform the generation 
of the functional specification for the design of study database(s), if required. (SOP 24: 
Software and Database Development and Maintenance). 
 

4. Define Tasks and Responsibilities 
It is the responsibility of the Keele Principal Investigator (PI) and/or Trial Manager (TM)/Study 
Co-ordinator (SC) to ensure that the DMP study timeline, data process flow and working 
instructions are generated and filed in the Study Master File (SMF) to cover administration 
and data management processes for the study prior to recruitment.  
 
It is the responsibility of the TM/SC to generate a timeline outlining when administration and 
data management processes will take place so that these can be scheduled by the Lead 
Administrator/administration team. 
 
The Lead Administrator is responsible for generating working instructions relating to study 
administrative tasks and processes (e.g. database processing to produce study invitations). 
 

http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/DH_4108962
http://www.legislation.gov.uk/uksi/2004/1031/contents/made
http://www.legislation.gov.uk/uksi/2004/1031/contents/made
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2001:121:0034:0044:en:PDF
http://www.ich.org/products/guidelines/efficacy/efficacy-single/article/good-clinical-practice.html
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It is the responsibility of the administration team to follow the DMP and working instructions 
for the study for which they are performing administration and data management activities. 
 
It is the responsibility of the Lead Administrator to provide feedback to the study team 
regarding the timeline for administration activities, including any changes that are required to 
be made to this timeline. 
 
Other responsibilities are outlined throughout this SOP that are specific for the procedures 
herein. 
 
5. Operational Training 
The Chief Investigator (CI) is responsible for the oversight of all appropriate operational 
training for administrative staff working on a study (e.g. database management to generate 
study invitations) in accordance with the protocol (and other study specific documents).  
 
The CTU Projects Administration Officer is responsible for ensuring appropriate and adequate 
resources are allocated to the study and that appropriate training has been 
provided/organised. This training may be conducted by the Lead Administrator of the study 
who is experienced in administrative and/or data management processes. 
 
The Lead Administrator is responsible for identifying/assessing training needs within the 
administration team working on the study and escalating these needs to the CTU Projects 
Administration Officer. 
 
6. Mail-outs 
6.1 Printing of Study Documentation Pre-Mail-Out 
Where mail-outs are performed by Keele CTU, the Lead Administrator is responsible for 
organising the printing of study paperwork and for regular stock checks on printed materials.  
 
If the mail-out process is to be undertaken a third party supplier , such as  CFH Docmail, it is 
important that the TM/SC liaises with the CTU Data Systems Manager as early in study set 
up as possible who will support the co-ordination of this mail-out process.  
 
The Lead Administrator must liaise closely with the TM/SC and/or Data Systems Manager to 
ensure that timelines are met.  
 
The TM/SC should communicate the following printing details to the Lead Administrator or 
CTU Data Systems Manager as appropriate: 
 

 predicted mail-out figures for all documents and all timepoints of the study 

 practice letterheads and required logos 

 paperwork and printing specification – Colour/(not suitable for Teleform processing) 
/font size/layout  (e.g. back-to-back) 

 appropriate stamped addressed envelope SAE license for returned study 
documentation   

 
Draft study documents are generated and quality reviewed according to SOP 7: Document 
Design, Development, Quality Control and Sign Off prior to submitting these for regulatory 
approvals. Following this process, final versions of study documents should be approved 
through the HRA process according to SOP 11: Regulatory Submission. It is the 
responsibility of the TM/SC to ensure that the final versions of study documentation are 
version controlled according to SOP 2: Document Control.  
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Once regulatory approvals have been received, the TM/SC is responsible for directing the 
Lead Administrator/Data Systems Manager to the final version of study documentation.  For 
internally produced study documentation, the Lead Administrator will liaise with the University 
approved printers to organise printing and delivery of the required documents, in readiness 
for commencement of study recruitment.  Please note that participant letters are often 
embedded within the study management software, so it is important to ensure that the 
software developer is informed and provided with final approved letters along with any other 
database generated documents prior to final testing (functional and end user testing) of this 
software. 
 
If production and mail-out of study documentation is to be undertaken by a third party supplier, 
such as CFH Docmail, PDF proofs and an example hard copy mailing pack will be produced 
for quality assurance and accuracy review by the TM/SC. Once quality assurance and 
accuracy is confirmed the CTU Data Systems Manager (or designee) will liaise with the third 
party to instigate order production and agree timelines for mail-out. 
 

6.2 Storage of Study Documentation Pre-Mail-Out 
It is the responsibility of the Lead Administrator to estimate and acquire the amount of storage 
space required for the storage of study documentation (both pre and post mail-out) and liaise 
with the archivist assistant to ensure that there is sufficient storage space available.  
 
Materials that need to be accounted for include: 

 Pre-mail-out printed study documentation (including questionnaires, patient 
information sheets, patient direction sheets etc). 

 Envelopes (including return address envelopes). 

 Storage boxes, filing cabinets and on-site storage space for storage of participant 
completed essential documentation returned to Keele CTU. 

 
If production and mail-out of study documentation is to be undertaken by a third party supplier, 
only participant completed essential documentation returned to Keele CTU will need to be 
stored on site.  
 
6.3 Receipt of Internally Produced Printed Study Documentation 
On receipt of printed study documentation, the Lead Administrator should perform a quality 
check to ensure all printed study documents ordered have been received and that they are of 
sufficient quality. Any issues arising from this quality check must be raised with the printers 
to be addressed and corrected. Once satisfied, the study documentation is to be stored as 
agreed and clearly labelled with the study details and item details.  
 
6.4 Mail-out Process 
The Lead Administrator is responsible for ensuring that the mail-out is performed in a timely 
fashion, according to the agreed timescales and in accordance with the working instructions 
outlining the mail-out process.    
 
The CTU Projects Administration Officer holds overall responsibility for ensuring that there is 
administrative cover for each study and ensuring there is sufficient resources available to 
perform these mail-outs for each study. If resource planning indicates there is a resource 
constraint, the CTU Projects Administrator Officer will notify the TM/SC and an updated 
timeline will be agreed as necessary or staff support outside of the admin team agreed.  
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The Lead Administrator, with assistance when needed from other members of the Study 
Team will: 

 Review and update the Study Team on timescales needed to complete each stage of 
the mailing process. 

 Confirm mail-out dates with the administration staff who are directly involved in the 
study, i.e. stuffing the envelopes, logging returned questionnaires. 

 Update all the administration team on studies which are being mailed out and circulate 
relevant details regarding the study to assist in answering phone queries. (This should 
include details of who is responsible for responding to queries where relevant). 

 Liaise with the TM or SC to ensure that the mailing data for participants is prepared, 
any remaining Death & Departure (D&D) checks are performed  and processed (where 
relevant  e.g. initial invitation mail-outs), and check that all details are correctly 
imported into the database.   

 

Agreement will be made in set-up of the study if the mail-out is to be managed internally by 
Keele CTU or externally by an approved third party supplier.  If the mail-out is to be managed 
by Keele CTU, the Lead Administrator should additionally consider the following:  

 Monitor paperwork stock levels needed for the mailing process and ensure that all 
study documentation printing has been supplied by the relevant printers involved. 

 Set up the mailing preparation area with relevant study documentation (approx. one 
week prior to mail out) ready for the administration staff to start collating mail packs 
(ensuring that the numbers of questionnaires, envelopes, letters and labels all match 
to aid a pre-mail-out quality check). 

 Ensure that administration staff have the correct study documentation to start stuffing 
envelopes and that they have a sufficient quantity of questionnaires, envelopes, letters 
and labels 

 Ensure the space needed to store completed stuffed envelopes in between the mail-
out preparation process, and the mail-out date is taken into account. Storage of these 
stuffed envelopes MUST be a secure and locked room. 

 Co-ordinate with the CTU Projects Administration Officer if extra staff are required from 
the administration team, e.g. to assist with the stuffing of the envelopes or logging of 
the returned questionnaires. 

 Assign time to print the relevant study documentation from the mailing database 
(normally the day before the stuffing process is due to begin). 

 Ensure the process is monitored regularly throughout the day and a quality check has 
been undertaken. 

 Prepare for any reminder mail-outs in advance of the next follow up timepoint date.  If 
responses have been received between the reminder labels being printed and the mail-
out going out, ensure that these responder packs are removed from the reminder mail-
out due to go out (pull outs). 

 Communicate with the TM/SC when the mailing is ready to go out. 

 Ensure that the stuffed envelopes are available for Royal Mail collection in the agreed 
location for the correct timeframe.  

 

6.5 Mail-out Auditing Process 
The Lead Administrator is responsible for ensuring that the correct number of letters have 
been printed and stuffed and staff have undertaken the stuffing process accurately. Where 
there is a large mail-out, or a newly trained member of staff undertaking the mail-out process, 
this is closely monitored. This should take the form of a 1 in 10 checking process where 
another member of the administration team is responsible for checking one in ten of the 
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stuffed envelopes to ensure that the correct study documentation has been included in the 
mail out packs and the study ID numbers within each mail out pack match.  
 
7. Qualitative Study Mail-outs 
Administrative processes for qualitative studies will be outlined in the protocol, an operational 
schedule and study timeline and/or study specific working instructions. 
 
Qualitative studies may include sending out study documentation to participants, i.e. diary 
study booklets. It is the responsibility of the qualitative researcher to send this study 
documentation out based on consent from individual study participants during the course of 
the study. TEM10 Qualitative Mailing Management Log should be used for the 
management of tracking mailing and response status for individual qualitative studies where 
these are not managed by a CTU developed study-specific mailing/management database.      
 
8. Key Personnel to whom this SOP Applies 
This SOP is applicable to Keele PI(s), Qualitative researchers, Trial Managers (TM), Study 
Coordinators (SC) and the wider Project Management and Data Management Teams at Keele 
CTU. 
 
 


