Safer Amber Drug Prescribing:

Plan for a new service in the practice.

Using Amiodarone and Methotrexate 

As examples
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Introduction

Whilst issuing repeat prescriptions I became aware of the hit and miss nature of therapeutic drug monitoring.  The practice uses the EMIS system for health records and prescribing. This is well organised for some medications such as thyroxin and lithium, where computer protocols alerts the user if drug monitoring is due. However this is less successful for other drugs some of which are on the Amber list,  (defined locally as those drugs where prescribing is to be initiated by a hospital specialist but with the potential to transfer to primary care within written and agreed shared care frameworks and according to the agreed process for transfer of care, where the patients condition and/or treatment should be stabilised before the GP should be asked to participate in shared care. This time period can be variable dependant on the condition being treated and the individual patient’s response to the treatment.) 

As more drugs are added to the Amber list, safe monitoring of drugs in Primary care will be an issue of increasing importance. 

Historically sharing the care of prescribing disease-modifying drugs between hospital and primary care has been proven to be suboptimal.  This is despite a general willingness on the part of Primary care to become involved in therapeutic drug monitoring, one study finding that ideal protocols were only followed in 63% of cases1. 

It is also important to note that in cost effectiveness terms, Methotrexate is associated with very high monitoring costs2. Such costs implications need to taken into account as resources are stretched ever further.

I spoke with the partners within the practice about proposed plans for Amber drug monitoring within General Practice and my discussion raised several concerns:

Amber drugs potentially have severe side effects and are generally prescribed to an already “at risk” population. It is therefore imperative to ensure patients are properly monitored according to local guidelines.

Other concerns included the regional monitoring differences between the same Amber drugs. In order that individuals do not feel overburdened and undervalued it is important to include the whole team in implementing a new plan and to acknowledge that General practitioners are not good “Completer-Finishers”.  Clear rules must be implemented so as to remove any possibility that monitoring for drug side effects would be forgotten.

On more than one occasion colleagues have expressed concern over the safety of the prescribing and monitoring of these drugs in primary care appendix 1.

A recent PCT survey has shown widespread inadequacy and inconsistency in the monitoring of these Amber drugs.

Aims 

· To propose a system for monitoring amber drugs using Amiodarone and Methotrexate as pilots.

· To establish whether Patients within the practice are currently being monitored in line with local shared care guidelines. 

Objectives

· To minimise the amount of clinical time this absorbs.

· Above all ensure safe monitoring

I have chosen Amiodarone and Methotrexate as pilot examples because they are relatively commonly prescribed within our practice in the context of Amber drugs (35%). 

Careful monitoring of these drugs is important as they have significant toxic side effects on the pulmonary, hepatic, bone marrow and neurological systems  2,3,4,5,8.  Nonetheless it has been shown that prescribing safety can be significantly improved with Therapeutic drug monitoring 2,3,6,7,8. 

Methods

After identifying Amber drug monitoring as an area needing development within the practice, I spoke with the partners to ascertain their concerns about planned amber drug monitoring proposals.  

In order to establish whether the practice was monitoring patients on amber drugs in line with local shared care guidelines, I performed a search to establish the number of patients on 7 of the listed amber drugs on 1.12.2001. The criteria for this search were defined by the PCT in an area wide audit of local practices. Monitoring guidelines were used to check our effectiveness. 

I then performed two searches on the Internet using the Pubmed search engine, defining   “Amiodarone monitoring” and “Methotrexate monitoring” as my search criteria. This identified 850 relevant articles. I attempted to narrow the search using terms such as primary care and general practice. This produced no entries.  I had to trawl through the entries to find suitable references.

I then spoke to the head of prescribing at the PCT who told me that there had been a number of critical incidents involving amber drug prescribing in the past. It was clear that many practices within the PCT were having problems adhering to local protocols.

I discussed my pilot scheme proposals with the lead Partner involved in developing shared care procedures with secondary care. I then met with the Practice Manager and Head Receptionist. I felt it was important to be as inclusive with any plans as possible as any proposal could involve reception staff taking on new skills and responsibility.

 At this meeting we discussed repeat prescribing, monitoring and identified roles for different members of staff. As a consequence of this meeting I also contacted EMIS for advice with the automation of this system. 

From these discussions I took forward to the partners the following:

1. Why I did this Project.

2. The Current monitoring criteria.

3. Evidence of what is reality.

4. Proposal and discussion on new systems to improve monitoring. 

After my proposal had been accepted in principle I wrote a protocol for the Emis system. This is in effect a simple computer programme. This protocol runs automatically whenever an attempt is made to issue a prescription for either Amiodarone or Methotrexate appendix 2,3.

Results

105 patients on Amber drugs within the practice.

37 patients on 
Amiodarone and or Methotrexate

PCT Shared care guideline Audit results

	Drug
	Number of patients on as at 1 December 2002: 
	Number of patients monitored in line with local shared care guidelines:

	Azothioprine
	3
	3

	Cyclosporin
	2
	1

	Gold 
	0
	N/A

	Methotrexate
	14
	7

	Leflunomide
	0
	N/A

	Penicillamine
	2
	1

	Sulphasalazine
	13
	4


It is clear that using our current systems within the practice shared care guidelines are not being adhered to for many amber drugs.

Proposal

Once the hospital writes to inform that a patient has been started upon an amber drug the doctor who reads the mail would add a consultation to the computer. This would be retrospective to the date that the medication was started and include adding the medication to the drug list. It is here that the principle differences between Amber drug prescribing and general repeat prescriptions lie. Review dates are not drug specific. This can complicate repeat prescribing and allow drugs to be issued without adequate clinical review. 

Whilst the new medication would be added to the current drug list it would not be issued until a certain date. This would be agreed by the shared care guidelines. In order to make this clear, free text can be added to the prescription by using “/” when adding the medication. The free text would clearly state the first date of issue

At the time a prescription is needed to be issued the computer will start a protocol. This is an automated process, which is programmed into the computer. This protocol will check to see when the last blood tests were carried out. If these were within the limits defined by the shared care guidelines the computer would allow the issue of the prescription.  If the blood tests were out of date, the computer would not allow the issue of the prescription; instead a warning would be issued reminding the user to refer to local shared care monitoring guidelines and carry out the relevant blood tests, before issuing the prescription. 

Prescriptions would be issued for a duration that was up to half the length of time until the next drug monitoring. For example if the next monitoring date were twelve weeks, six weeks supply would be given.  This would reduce the risk of monitoring over running.

In this way Methotrexate and Amiodarone could effectively be issued as repeat prescriptions. This would allow other medications to be reviewed in the normal way. 

Proposals that were rejected

1.  
Due diary entries.

2. 
Screen warnings such as “Amiodarone monitoring, adhere to amber drug guidelines”

I felt that neither of these solutions offered an effective answer. It is difficult to persuade people to take notice of due diary entries, whilst screen warnings are easy to ignore. People cannot be relied on to cross-reference blood results.

Discussion

Change is always slow and involves all the practice. The PCT/hospital is now trialling a DAWN DMARD system for the safe monitoring of disease modifying drugs. This system doesnot negate but rather supports the present proposals. 

There is a cost in terms of time and effort to do this properly, balanced against the usefulness of this process in increasing the awareness of all the team to the dangers of these drugs and the importance of drug monitoring. 

It only takes one problem to cause immense stress and loss of time for the practice let alone the harm done to the patient. 

Emis systems though time consuming to set up should run automatically. 

Conclusion

After implementing these proposals there should be regular auditing of the system to monitor whether shared care guidelines are being adhered to. If it were proved to be successful the model could extend to other drugs on the amber list and the system could be disseminated to other practices that use EMIS within the PCT.

Drawing from other aspects of general practice it would be sensible to have a lead clinician within the practice to over see the system.
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Appendix 1.

An email between partners in the practice:

14.1.2003 09:56.33 by MA  DMARDS

Routine

No. 5046
Peter L------ 
DoB(-- -- ----)

Do I need to tell you about this chap who has just started Methotrex?: if not, who shall I tell?

[SC to MA,   17.1.2003 
11.22.23:
Forward]

As you know we regularly monitor the bloods for Methotrexate but do not search and send letters. It should be actioned via medication screen message and patient led, hope this Is OK Sally

[MA to MHJ, 
17.1.2003
13:03.02
Forward]

I am probably thick, but I am not clear about the pathway that safely nets initiating DMARDs: is there a protocol anywhere?

Appendix 2 Draught protocol for Amiodarone 

	Step 
	Rule
	Action 
	Document

	1
	0-140
	Go to 2
	

	2
	0-140
	Go to 3
	

	3 
	On Amiodarone? 
	Y go to 10 

N go to 99
	

	10
	Fbc in last 3 months
	Y go to 15

N go to 13
	

	
	
	
	

	
	
	
	

	13
	
	Display action

Go to 15
	Overdue FBC do not issue until test results returned

	
	
	
	

	15
	Lft / Tfts in last 6 months
	Y go to 99 

N go to 17
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	Display action
	Over due lfts/ tfts do not issue until results returned

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


Appendix 3: Draught protocol for Methotrexate

	Stage 
	Rule 
	Action
	Document

	1
	0-140
	Go to 2
	

	2
	0-140
	Go to 3
	

	3
	On Methotrexate 
	Y go to 4

N go to 99
	

	4
	0-140
	Go to 5
	

	5
	0-140
	Go to 6
	

	6
	On treatment<2 months
	Y go to 8

N go to14
	

	7
	
	
	

	8
	FBC/LFTs in last 2 weeks 
	Y go to 99

N go to 10
	

	9
	
	
	

	10
	
	Display document
	Overdue FBC/LFT do not issue until test result returned

	11
	
	
	

	12
	
	
	

	13
	
	
	

	14
	On treatment for<4 months
	Y go to 15

N go to 20
	

	15
	FBC/LFT in last month?
	Y go to 99

N go to 10
	

	16
	
	
	

	17
	
	
	

	18
	
	
	

	19
	
	
	

	20
	FBC/LFTs in last 3 months?
	Y go to 99

N go to 10
	

	21
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