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Framework for trials of complex 
interventiones 
(British medical research council, 2000) 

Pre-clinical Theory 

Phase 1 Moddeling  

Phase 2 Exploratory trial 

Phase 3 Definitive RCT 

Phase 4 Long-term 
implementation 



Different research types I   
 

• Descriptive studies:  

• Medication errors, Drug Related Problems 
(DRPs), risk, consumer needs, cost, qualitative 
studies 

 

• Development and demonstration projects:  

• Formative evaluation, action research, pilot 
studies, limited effect studies 

 

• Randomised controlled trials (RCTs) and cost-effect 
analyses 

 

 



Different research types II 

• Evidence:  

• Reviews, meta-analyses, “Danish Community 
Pharmacy Evidence Database” 

 

• Implementation research:  

• Documentation of activity and quality, study 
implementation process, optimisation of services, 
leadership  

 

• Comparative research: 

• Health Technology Assessment (HTA), 
comparison of alternative models of care ? 

 

 



Service development ITAS 

1995 
•Improving Drug Therapy for Patients with Asthma (Asthma-TOM)  

2001 
• ITAS is developed (instruction and implementation-support)  

2004 
•Small scale test project carried out to document feasibility of ITAS  

2005 
•Implementation support is developed and made available to pharmacies  

2005 
•First publicly-funded cognitive service in Danish pharmacies 

2005+ 

•Ongoing development of educational package and follow up on 
implementation  

2009 
•PhD Kaa,S on the implementation og ITAS 



 



Evidence from Asthma-TOM study 

Baseline 

mean 

12 months 

mean 

Individual 
difference 

P- value 
Nested ANOVA 

TOM 

(n=207) 

1,71 0,17 - 1,54 0,001 

Control 

(n=190) 

1,21 0,75 -0,46 

Inhalation errors per patient:  

TOM patients improved 90 % 
Controls improved 30% 



Small scale test at three pharmacies  

Research questions:  

 

• Can the service be implemented according to the 
instruction?  

• Can the service be delivered in the estimated time? 

• Are there shortcomings in the instruction, which 

should then be revised?  



Results from test pharmacies  

• 60% of patients, who received ITAS, made an 
inhalation error 

• The service was realistic and relatively easy to 
integrate into the pharmacy’s daily routine 

• The service could easily be carried out at the counter 
– no consultation room was needed 

• The pharmacies found no crucial shortcomings in the 
instruction 

• Important to provide simple forms for documentation 
of the service for the government 

• The service can be carried out according to the 
instruction in the estimated time (10 minutes)  

• High satisfaction from patients, doctors and 
pharmacies. 



Aim of the service 

 

• To contribute to optimal use of 
inhalation medicines by asthma and 
COPD patients in order to ensure 
that patients can achieve effect 
from their treatment. 



Defined service 

• ITAS is a defined and quality assured 
service  

 

• Defined – because the government has agreed 
to pay for a specific service, which is described 
in the manual 

 

• Quality assured – because ITAS is delivered 
according to an instruction, and the service 
delivery and process must be documented. 



Who is the service for? 

1. First times users of inhalation medicines 

 

2. Experienced users, when the pharmacy 
estimates a patient need, e.g.: 

• Big consumption of beta 2-agonists 

• Use of different devices  

• Children 

• Elderly 

 

No need of physician reference! 



ITAS elements 

• The pharmacy staff member gives instruction and 
demonstrates the technique  (first time users) 

• The pharmacy staff member assesses the patient’s 
inhaler technique 

• The patient demonstrates use of inhaler 

• The pharmacy staff member evaluates the technique 
by use of a checklist 

• Counselling according to observed errors and patient 
needs, e.g. cleaning advice  

• Visitation when needed  

• Documentation of delivered service 



Reimbursement 

• The pharmacy can offer 1 service per patient 
per year  

 

• The pharmacy is paid 10 Euro per service 
provided the service is documented 



Numbers of ITAS 
/Quater 

Numbers of ITAS / 
year 

1. kv. 2011 15.037   

2. kv. 2011 16.461   

3. kv. 2011 12.825   

4. kv. 2011 16.943 61.266 

1. kv. 2012 15.259   

2. kv. 2012 13.881   

3. kv. 2012 12.022   

4. kv. 2012 17.755 58.917 

1. kv. 2013 13.495   

2. kv. 2013 13.615   

3. kv. 2013 11.083   

4. kv. 2013 13.653 51.846 



Facilitating implementation   

• The ITAS instruction 

• Catalogue of Implementation Ideas 

• FAQ (Frequent asked questions) 

• Information Material:  

• Illustrated brochure for patients 

• Letter introducing the service to local physicians 

• Local press release  

• Protocols for all devices  

• Consultants employed by the Danish Association of 
Pharmacies provide assistance 

• Pharmakon offers courses and consultancy 

 



Quality control and documentation 

• Continuous publication of statistics on pharmacy uptake 
and on number of services delivered 

• ->Slow beginning 

• Benchmarking between pharmacies locally, in districts, 
in the country as a whole  

• Contact to all pharmacies which had not provided the 
service  

• ->Good uptake; anecdotal reports about quality problems 

• Pseudo-patient visits 

• Pilot (75 pharmacies – one visit) 

• ->Confirmed quality problems 

• Full scale (251 pharmacies – five visits) 





Accreditation of ITAS 

• Test of knowledge 

• Professional assessment in the 
delivery of ITAS 

•Documented 

• Delivery of 5 services 

•Documented 

• Reaccreditation after 3 years 



Conclusion 

• Evidence helped  

• In the negotiation of the reimbursement 

• In the development of instructions and 
implementation tools 

• The implementation support needs different research 
focus   

• The implementation process has been successful, but is 
still ongoing at the pharmacies 

• Continued focus on the quality of the delivered services 

• It is a challenge to get all the pharmacies fully involved 



We need research to 

Support 
delivery of 
cognitive 
services  

Measure 
quality 

Develop 
cognitive 
services 


