
 
 

 
Cambridge Clinical Research Facility 
 
 

 

 

 
 

 
 

Addenbrooke’s Clinical Research Centre 
NIHR/Wellcome Trust Clinical Research Facility 

NIHR Clinical Investigation Ward  
NIHR CRF Satellite Unit 

User Guidelines   

Userguidelines Cover.indd   1 27/03/2013   14:10



 
How the ACRC works 
The ACRC comprises 3 units, the NIHR 
Clinical Investigation Ward (CIW) on Level 3 
and the NIHR/Wellcome Trust Clinical 
Research Facility (CRF) on Level 5 of the 
Addenbrooke’s Centre for Clinical 
Investigation (ACCI) building, and a NIHR 
CRF Satellite Unit comprising day case and 
outpatient facilities. The CIW currently 
supports studies from Monday to Friday 
between 8am and 8pm (and ad hoc 
additional hours), while the CRF provides a 
24 hour, seven days a week service.  The 
CRF also incorporates the Metabolic 
Research Area, while the CIW has its own 
Endoscopy suite. Your study will be allocated 
to one of these three units and will be given 
a unique identifier which reflects its location 
(e.g. CRF254, CIW197, CRFS04). 
 
The NIHR Clinical Research Facility 
Satellite Unit (CRFS) 
The CRF Satellite Unit is located at three 
main sites within Addenbrooke’s Hospital 
NHS. The main office is based on level 3 of 
the NIHR Clinical Investigation Ward and the 
clinical research studies are conducted on 
the Health Research Bus, outside the ACCI 
and in Clinic 33, level 3 of the Addenbrooke’s 
Treatment Centre. 
The Health Research Bus is equipped with: 
iDXA scanner for bone densitometry and 
body composition measurement 

x 2 consultation rooms;  x 1 sample handling 
room 
 
The CRF Satellite Unit is able to support a 
wide range of clinical studies and operates 
Monday to Friday 8am – 4pm. 
 
Following study acceptance by the Scientific 
Advisory Board, your first contact will be with 
one of the ACRC Nurse Managers 
irrespective of the need for nursing input.   
 
Each study is allocated to a named nurse 
who works as Study Coordinator.  The role of 
the Study Coordinator is to: 
 

 Set up an initial meeting between the 
study team, ACRC Study Coordinator 
and Senior Nurse or Nurse Manager. 

 

 Liaise with you to develop and design 
the necessary study documentation, 
ensuring that the trial protocol is 
accurately translated into practice. 

 

 Assess, plan, implement and evaluate 
programmes of care for patients in 
line with research protocols. 

 

 Develop and maintain a local study 
file and ensure that the trial is 
conducted in line with Good Clinical 

 
The Addenbrookes Clinical Research Centre (ACRC) is a multi-user facility for clinical research 
involving both patients and healthy volunteers, and is part of Cambridge University Hospitals (CUH). 
The role of all ACRC staff is to support clinical research, ensuring that all studies comply with 
regulatory policies and are undertaken to a high standard.  The staff help undertake studies within the 
facility whilst ensuring the safety and wellbeing of all research participants.  The following guidelines 
have been developed to enable research to be conducted under optimum conditions with standards 
for participants and professionals colleagues being maintained. 
 
We would like to facilitate your research study in a safe and efficient working environment, ensuring 
that all studies comply with International Conference on Harmonisation - Good Clinical Practice (ICH-
GCP); Research Governance Framework for Health and Social Care (DoH), Medicines for Human 
Use (Clinical Trials) Regulations 2004, Human Tissues Act 2004 and all Trust health and safety 
measures. 
 
The success of a research project in the ACRC relies on collaborative planning and effective 
communication.  This will ensure the delivery of reliable research data to support high quality 
publications. 
 
We hope this guide clarifies our operational practice, and we look forward to working with you. 



Practice guidelines and the Research 
Governance Framework. 

 

 Ensure care is patient focused and in 
accordance with Trust Policies. 

 

 Complete appropriate training and 
education to ensure studies are 
implemented safely and effectively. 

 
Studies can commence when Trust R&D and 
Research Ethics Committee (REC) 
approvals are in place and when ACRC 
study set-up process is complete.  A 
mutually agreed start date will be arranged. 
 
Research Governance 
 
Protocols, Amendments/Changes to 
Protocols 
All activity must comply with local CUH R&D 
policies. All projects must have written 
protocols to which the investigator must 
adhere. However, we also recognise that 
studies evolve and we will modify our 
protocols and records to incorporate 
amendments. We require written evidence of 
National Research Ethics Service (NRES) 
and CUH R&D approvals, including 
approvals for substantial amendments. 
 
Ethics Guidelines stipulate that the Chief 
Investigator (CI) or Principal Investigator (PI) 
assumes all responsibility for their study 
personnel, including Co-investigators and 
students. REC must be informed if there is a 
change of PI. Although it is not mandatory to 
notify REC of changes in Co-investigators or 
minor protocol amendments, both the ACRC 
and CUH R&D request to be informed of 
such changes to ensure effective ongoing 
facilitation of the studies. 
 
Adverse Events/ Serious Adverse Events/ 
Serious Adverse Reactions 
If an Adverse Event (AE), Serious Adverse 
Event (SAE) or Serious Adverse Reaction 
(SAR) should occur whilst the participant is 
attending the unit; the researcher will need to 
complete appropriate Trust documentation. 

For further guidance please refer to the ‘for 
researchers’ link on the CUH Biomedical 
Research/R&D web pages 
http://www.cuh.org.uk/cms/research-and-
development/for-researchers 
   
Standard Operating Procedures (SOPs) 
The ACRC holds a compendium of SOPs 
which all researchers are welcome to refer to 
for guidance or use where appropriate.  The 
nursing team will be pleased to help with the 
formulation of new SOPs which might be 
required for your study. 
 
Bookings 
Room availability can be seen on our website 
www.cambridge.crf.nihr.uk and is updated daily  
Monday to Friday.  To book a room:  
For CRF email: 
crfroombook@addenbrookes.nhs.uk 
For CIW email: 
ciw.room_booking@addenbrookes.nhs.uk 
For CRFSatellite Unit email: 
crfSatelliteroombook@addenbrookes.nhs.uk 
Or phone the bookings coordinator 
On  01223 596251 (internal ext: 6251)  
 
Bookings are made on a ‘first come first 
serve’ basis. Provisional bookings can be 
made at any time, but will only be treated as 
confirmed once the name of the participant 
has been provided, and should be confirmed 
at least two weeks prior to the date of 
admission. Confirmed bookings (i.e. with 
named participant) will take precedence over 
provisional bookings, other than in 
exceptional circumstances. 
 
Medical Cover 
The ACRC does not provide medical cover. 
This cover is the responsibility of the study 
team. The clinician must be aware of the 
details of the study, any procedures to be 
performed and the nature of any anticipated 
clinical problems. The PI or named designate 
must ensure clinical cover on the study day 
for the required period of time.  The name of 
the covering clinician and their 
bleep/pager/extension number must be 
provided to the allocated nurse.  Where 



ACRC risk assessment has determined that 
there should be a medical presence in the 
unit, this will need to be in place prior to the 
commencement of study interventions.  If 
agreed medical cover is not in place, 
research interventions will be suspended 
until satisfactory cover is present. 
 
Contracts, induction and training 
We provide a brief mandatory induction 
about the ACRC which all researchers, 
nurses and students undertake prior to 
working in the unit.  Before working in the 
clinical laboratory they must also undertake a 
separate lab induction.  It is the responsibility 
of the PI to ensure that all study team staff 
have either substantive or Honorary 
Research Contracts or Letter of Access with 
the Trust prior to undertaking clinical 
research activity. 
 
All members of the study team should also 
ensure they have appropriate training.  This 
includes mandatory training for moving and 
handling, basic life support, IV pump training 
or use of the glucose monitor.  Training 
should be arranged through their manager or 
PI. Any specific equipment training should be 
arranged by the individual. GCP training 
(within the previous two years) is also 
mandatory.  If you are unsure of what 
training you need, please discuss this with 
the study coordinator. 
 
Safety in the ACRC 
All researchers should follow the ACRC and 
CUH Health and Safety policies for the 
safety of themselves and others. 
 
Physical Security 
All researchers must wear a Trust 
identification badge when in the ACRC. 
Researchers may not access or use any part 
of the facility unless ACRC staff are present, 
except in exceptional circumstances when 
specific permission has been given in 
advance by the Nurse Manager. All facility 
users should ensure they are familiar with 
the Trust’s Lone Worker policy. 
 

IT Security 
The Hot Desk room has three Trust and two 
University computers which are available for 
use by ACRC staff and researchers when 
the ACRC is open. PCs in clinical areas are 
only connected to the Trust network. No 
additional software should be loaded onto 
ACRC PCs without the agreement of the 
Head of Clinical Operations, and the Trust IT 
Department. 
 
All data storage containing Trust or patient 
information must be encrypted, and 
unencrypted data storage devices may not 
be used with Trust computers.  To ensure 
safe and secure transfer of personal/patient 
identifiable information via email the 
following restrictions apply: 
 

 If sending internally send from and to 
an addenbrookes.nhs.uk email 
address. 

 

 If sending externally to other NHS 
organisations send from and to an 
nhs.net email address. 

 

 If sending to a non NHS external 
organisation, either anonymise or 
encrypt an attachment. 

 
Alternatively, the ACRC has two safe fax 
numbers. Researchers should ensure they 
are familiar with the Trust Data Protection 
policy and comply with this at all times. 
 
Resuscitation 
Adult and Paediatric Resuscitation Trolleys 
are located in the clinical areas.  
Resuscitation equipment is checked daily. 
The ACRC is covered by the CUH 
Resuscitation Team. To contact the team 
dial 2222 and give your location the type of 
emergency using the cue card above the 
phone. 
 
 
 
 
 



 
Equipment 
The ACRC has a wide range of specialist 
equipment which we maintain. Many 
researchers have specialist equipment that is 
unique to their field of interest.  Investigators 
must be aware that equipment which is not 
compliant with safety standards will not be 
accepted into the ACRC. Researchers who 
need to bring their own medical/electrical 
equipment into the ACRC for use in studies 
should provide written details about the 
equipment to the Study Coordinator or Nurse 
Manager prior to the start of the study. 
 

 We have very limited storage 
capacity, so it may not be possible for 
you to keep your equipment or 
paperwork on the unit. 

 Equipment must be clearly labelled, 
showing the department of origin, 
study number and contact name. 

 Unless equipment is formally 
accepted as a donation to the ACRC, 
the PI’s department continues to be 
responsible for the equipment’s safety 
i.e. electrical testing, service and 
maintenance. 

 Medical electrical equipment used in 
close proximity to participants must 
have passed the relevant tests 
currently undertaken by CUH 
Biomedical Engineering Department, 
and evidence of this must be 
provided. 

 Trust equipment will have an asset 
number attached. 

 
Equipment Failures 
All ACRC equipment failures or maintenance 
problems should be reported immediately to 
the ACRC staff, so that they can take 
appropriate steps to resolve the issue. 
 
Infection Control 
Researchers must adhere to CUH Infection 
Control policies and use the protective 
equipment provided (e.g. plastic aprons, 
gloves, goggles) where appropriate. Please 

see a member of the ACRC staff with any 
questions or concerns. 
 
Sample Handling Areas 
The ACRC employs a Research Assistant 
who oversees work in the sample handling 
laboratories to ensure compliance with 
relevant Health and Safety policies and with 
Good Clinical Practice for Labs.  Please 
ensure that you are aware of and adhere to 
these policies when using the laboratories. 
 
Researchers working in the laboratories 
should wear white laboratory coats, gloves 
and goggles when handling specimens and 
equipment. 
 
No food or drink is allowed in the lab areas at 
any time. 
 
Researchers are responsible for ensuring 
that they clean up any equipment/spillages 
after using the facility. 
 
The lab has limited freezer capacity at -20
and -40
Samples should be removed by research 
teams as soon as possible (preferably within 
a week). A 24 hour freezer alarm call-out 
system is in place. 
 
Publications 
We request that the ACRC is acknowledged 
in any publications/abstracts/posters arising 
out of work undertaken in the facility.  This 
will contribute to the metrics which form part 
of our reports to the NIHR, Wellcome Trust 
and Department of Health.   
 
We encourage researchers to give the 
ACRC staff updates on study progress and 
outcomes at our lunchtime teaching sessions 
– please liaise with your Study Coordinator. 
 
ACRC Facilities 
 
Food and Drink 
A supply of beverages and snacks is 
available for study participants. Hot meals 
and sandwiches can be provided if required. 



Researchers are welcome to use the staff 
room facilities.  
If required by the study protocol, specially 
prepared food can be arranged with our 
dietician and this should be agreed and 
arranged in advance via the Study 
Coordinator. 
 
On-Call cover 
In addition to on-site nurse cover, the ACRC 
is covered by a Senior Nurse in telephone 
contact on a 24 hour basis. 
 
Tidiness 
The ACRC is a multi-user facility, so please 
keep the areas you are using clean and tidy, 
and ensure they are left this way when you 

have finished with the. Please inform a 
member of the ACRC staff if areas need re-
stocking. 
 
Other Issues 
The ACRC reserves the right to suspend 
work on any project conducted in the facility 
should staff become concerned about 
participant or staff safety or research 
governance e.g. violation or deviation from 
study protocols.  
 
We would welcome your feedback on the 
ACRC service, and if you would like to 
provide any comment on either this booklet 
or the ACRC service please contact any of 
the ACRC staff with your suggestions.

 
 
 

 
 
 

Key contact numbers 
 
CRF Nurse Manager 
Tel: 01223 596058 
 
CIW Nurse Manager 
Tel: 01223 274314 
 
CRF Reception 
Tel: 01223 596055 
 
CIW Reception 
Tel: 01223 586706 
 
Operations & Business Manager 
Tel: 01223 596078 
 
Study Applications 
acrc.applications@addenbrookes.nhs.uk 
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