
      

 
ALABAMA_EoI_CPMS 40811_IRAS 252976_V5.6 03Mar2022 

 
 

 

Dear Colleagues, 
  
We invite you to participate in the ALABAMA trial. If your practice would like to get involved and or require 
further help in order to run this trial, please contact us so we can discuss. 

STUDY TITLE  

 

ALABAMA - ALlergy AntiBiotics And Microbial resistAnce  
Penicillin allergy status and its effect on antibiotic prescribing, patient outcomes, and antimicrobial 
resistance.    

Trial OVERVIEW               

Trial Summary: ALABAMA is a randomised controlled trial to evaluate whether the Penicillin allergy 
assessment pathway (PAAP) intervention is clinically effective in improving patient health outcomes. 

 

Type of Trial: Interventional (Study design: Randomised controlled trial, open / non-blinded) 

 

Aim of Trial: Penicillin allergy is a commonly encountered problem for GPs needing to prescribe 
antibiotics.  Penicillins remain the first-line therapy for many common infections but are typically avoided 
in those who have a record of penicillin allergy. These records are often unsubstantiated and therefore 
potentially unnecessary avoidance of penicillins continues.  About 6% of the UK population think they 
have a penicillin allergy but fewer than 10% of these patients are truly allergic. 

There is increasing evidence that a penicillin allergy record has a negative impact on patient outcomes. 

Therefore, ALABAMA is a timely evaluation with the aim of identifying and correcting those individuals 
who have ‘false positive’ records of penicillin allergy and assess how this affects patient outcomes and 
cost effectiveness. 

Benefits for GPs and patients:  

1. Anticipate fewer presentations for patients found not to be allergic 
2. Less time selecting antibiotics for patients found not to be allergic 
3. Potential improved health gain for patients where incorrect PenA record removed 
4. A wider choice of antibiotics for patients if affected by secondary infections due to COVID 
5. Involvement in an NIHR funded trial that addresses a commonly encountered issue in primary care 
6. Opportunity for developing research at your practice 
7. Opportunity for patients to engage in research  
8. Good Clinical Practice training available 

Trial Number 
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CPMS 40811 
IRAS 252976 
EDGE 94518 

Commercial/ Non-Commercial 

Non-commercial 

Expected Recruitment Start Date & Closure Date 

                    START DATE:                                        EXPECTED CLOSING DATE: 

                   January 2021                                         Aug 2022 

 

Patient Recruitment  

Site Target:                    Average 21 

National Target:            2,090 (including participants in nested pilot study) 

 

Practice Involvement 

This trial has been co-developed with GPs to minimise impact on your workload.  
 
Patient identification and invitations:  

1. Undertake a SystmOne electronic health record search to identify patients with a penicillin 
allergy record and an antibiotic prescription in the last 24 months (*average 206 potentially 
eligible patients for a practice list size of 8,600 patients). The ALABAMA research team will 
provide the search criteria developed with TPP. 

2. Review of electronic health record of potentially eligible participants from the generated list 
against inclusion and exclusion criteria.  

3. Send invitations to potential participants via DOCMAIL. 
4. Send a reminder txt message to patients 1-2 weeks after the initial invitation.  
5. Retain a list of screening logs to document patients invited screened, consented and refused.   

Verbal Consent  
6. Recruit an average of 21 patients*. Consented patients are then electronically referred to the 

ALABAMA Unit within SystmOne. 
Follow up: 

7.  During the trial you will have minimal requirements on your time as trial outcomes will be 
monitored remotely by the ALABAMA research team using SystmOne electronic health records 

 
8. A pop up reminder is built into SystmOne for consented patients randomised to the intervention 

arm of the trial (PAAP) to remind the GP (or their delegate) to update the electronic health 
record with the read codes for the PAAP results. Working instructions will be provided for this 
task. 

9. Penicillin allergy status will need updating for some patients following the study, which can only 
be done by the GP or a delegated clinical member of staff. Work instructions will be provided 
by the research team. 

10. A pop up reminder is built into SystmOne for ALL consented patients, to alert the clinical team 
to remind participants to complete a symptom diary if they receive an antibiotic. 

http://public.ukcrn.org.uk/Search/StudyDetail.aspx?StudyID=2848
http://public.ukcrn.org.uk/Search/StudyDetail.aspx?StudyID=2848
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 An optional qualitative study will be undertaken of GPs at participating practices to help guide 
future NHS implementation of pre-emptive penicillin allergy testing. 
 

 
 Practice Payment  
Any related expenditure by the practice will be reimbursed as per the CRN costing template. 
NIHR Clinical Research network has approved Service Support Costs for the electronic health record 
search, GP screening and consent of ALABAMA participants.  
Reimbursements have been agreed for the following activities. When the practice is initiated into the trial, 
researchers will discuss the process for claiming these costs. 
 
  

Practice Costs for Activity Research Costs  
(Invoice Oxford Primary Care 

Trials Unit) 

CRN Service Support Costs 
(Paid on a quarterly basis) 

Trial set up – site initiation / training 
(GP & Practice Manager) 

1 hr @ £80 for GP =£80 
1 hr @ £23.21 for PM =£23.21 
 

Flat Fee= £103.21 

  

Patient identification from SystmOne eHR database 
search  
(Practice Manager) 

 40 minutes @ £24 
 

Flat Fee = £24 

Patient eligibility screening check (GP) 
 

  £55 per eligible patient who 
goes on to consent 

The above fee is paid per 
consented patient 

Mailout and follow up reminder to eligible patients using 
Docmail  
(Practice Manager/Administrator) (£12.44 p/h for admin) 

0.5 hr @ £12.44  
 

Flat Fee= £6.22 

 

Medical History (safety checking of eligibility prior to 
consent) – Nurse 

 £8.40 per patient consented 

Obtaining verbal consent -  (GP) 
 

 Estimated from:  
£41.16 per patient consented 

The above fee is paid per 
consented patient 

 
Subtotal: 

 
Flat Fee = £109.43 

 
Flat Fee = £24 

Per patient consented= 
£104.56 

Subtotal based on Practice recruiting 21 patients: £109.43 £2,219.76 

Please note, randomisation to ALABAMA trial and penicillin allergy assessment pathway will take place in 
secondary care.  

 

Returning EOI 

To submit an expression of interest, please respond by email to: 

Kelsey.armitage1@nhs.net 

Trial Manager  
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Please note: Expressing interest does not commit the practice to participate. Equally it does not guarantee 

involvement in the trial.  

 

FURTHER INFORMATION 

Please contact either: 

Trial Manager: Kelsey Armitage, kelsey.armitage1@nhs.net 

Local CRN Study Support: , studysupport.crnyorkshumber@nihr.ac.uk  
 

mailto:kelsey.armitage1@n
mailto:studysupport.crnyorkshumber@nihr.ac.uk

