
 
  

     

   

 
   

 
 

 

  
   

                    
  

       
         

      
                 

       
                  

   
        

 
  

       
    

         
      

      
      

      
      

        
    

        
      

        
     

   
     

       
        

       

 

 
  

 
 

  
 

       
       

  

 
 

   
 

     

  
 

             
               

    
 

               
                 

             
   

 

               
                

             
              

From the Chief Medical Officer 

Dr Michael McBride 

HSS (MD) 19/2012 

For Action: 
All General Practitioners Castle Buildings 

(for cascade to practice nurses and pharmacists) Stormont 

GP Locums BELFAST
 
BT4 3SQ
 Family Practitioner Service Leads, HSC Board 

(for cascade to GP Out of Hours services) 
Tel: 028 9052 0563 

Medical Directors of HSC Trusts 
Fax: 028 9052 0574 

(for cascade to transplant specialists) 
Email: michael.mcbride@dhsspsni.gov.uk 

Directors of Nursing of HSC Trusts 
(for cascade to all nursing staff) 

All Community Pharmacists 
Heads of Pharmacy & Medicines Management, HSC Trusts 

Our Ref: HSS(MD)19/2012 

For information: 
Date: 28 May 2012 

Chief Executive, Health and Social Care Board 
Chief Executives, HSC Trusts 
Director of Integrated Care, Health and Social Care Board 
Chief Executive, Public Health Agency 
Executive Medical Director/Director Public Health, 

Public Health Agency 
Director of Nursing, Public Health Agency 
Professor Patrick Johnston, Dean, School of 

Medicine, Dentistry & Bio-medical Sciences, QUB 
Dr Clare Loughrey, NIMDTA 
Professor Linda Johnston, Head of School of 

Nursing & Midwifery, QUB 
Dr Owen Barr, Head of School of Nursing, 

University of Ulster 
Glynis Henry, NIPEC 
The Regional Medicines and Poisons 
Information Service, Belfast HSC Trust 

Mr Joe Brogan, Asst Dir of Commissioning, Pharmacy 
and Medicines Management, HSC Board 

Dear Colleague 

Oral tacrolimus products should be prescribed and dispensed by brand name only to 
avoid the risk of medication errors - Letter from Sir Gordon Duff, Chairman of the 
Commission on Human Medicines 

This communication is to draw you attention to updated advice that all oral tacrolimus products 
should now be prescribed and dispensed by brand name only. This is to minimise the risk of 
inadvertent switching between products, which has been associated with reports of toxicity and 
graft rejection. 

This updated advice follows a review by the Commission on Human Medicines (CHM) on the 
safer use of oral tacrolimus products. The CHM review concluded that in light of the growing 
number of tacrolimus products, to ensure maintenance of therapeutic response on a particular 
brand and to minimise the risk of medication errors from any unintended switching between 



 

             
  

 
               

 
                

            
 

 
             

     
 

               
            

              
            

  
 

      
  

            
             

               
    

             
          

            
                

      

                
                

             

 

              
 

              
  

 

              
             

 

  

        
         

           

            

 

  

different products, oral tacrolimus products should be prescribed and dispensed by brand name 
only. 

All tacrolimus products in the UK, including generics, are approved with a brand name. 

If a prescriber considers that switching to another tacrolimus brand would be of benefit to the 
patient, careful therapeutic monitoring under the supervision of a transplant specialist is 
required. 

Current regional guidelines in Northern Ireland on medicines not suitable for generic prescribing 
and dispensing including tacrolimus attached. 

This recommendation does not imply that a patient’s treatment cannot be changed to a different 
tacrolimus pharmaceutical form or brand if the prescriber considers this appropriate. However, 
any changes between brands (which may or may not involve changes in dosing regimen) 
should be accompanied by careful therapeutic monitoring under the supervision of an 
appropriate specialist. 

Advice for healthcare professionals and patients 

•	 Prescribers should prescribe oral tacrolimus products by brand name only. When 
prescriptions have previously been written using the generic name, the brand on which 
the patient is stabilised should be established to ensure that the patient is supplied with 
the same product. 

•	 If a prescriber intends to switch between any tacrolimus brands, careful medical
 
supervision by an appropriate specialist and therapeutic monitoring are required.
 

•	 Pharmacists should always dispense the exact brand prescribed. They should contact 
the prescriber if the prescription is not clear or if the requested brand is unavailable to 
ensure the appropriate medicine is dispensed. 

•	 Patients should be advised to take careful note of the name of their usual tacrolimus 
brand and should check with their doctor or pharmacist if they receive a different brand or 
if they have any other questions about the prescription, e.g. about the dose. 

This advice will remain in place until any further advice by CHM is issued. 

Please report suspected adverse reactions to any medicine or vaccine through the Yellow Card 
Scheme (www.mhra.gov.uk/yellowcard). 

Further information is provided in the attached letter and Question and Answers document and 
is also available at www.mhra.gov.uk and in the current edition of the BNF. 

Yours sincerely 

Dr Michael McBride Dr Norman Morrow Mrs Angela McLernon 

Chief Medical Officer Chief Pharmacutical Officer Acting Chief Nursing Officer 

This letter is available on the DHSSPS website at 

www.dhsspsni.gov.uk/cmo_communications.htm 

www.mhra.gov.uk
www.mhra.gov.uk/yellowcard


 
 

COMMISSION ON HUMAN MEDICINES 

 

   

CHAIRMAN:  SIR GORDON W. DUFF   

23 May 2012  
 
Oral tacrolimus products should be prescribed and dispensed by brand 
name to avoid the risk of medication errors 
 

Dear Colleague,  

I am writing to inform you of updated advice on oral tacrolimus products. These 
should be prescribed and dispensed by brand name to minimise the risk of 
inadvertent switching between products, which has been associated with 
previous reports of toxicity and graft rejection.  

This action follows further review by the Commission on Human Medicines 
(CHM) on the safe use of oral tacrolimus products. The CHM review concluded 
that in light of the growing numbers of tacrolimus products, and to ensure 
maintenance of therapeutic response when a patient is stabilised on a particular 
brand, oral tacrolimus products should be prescribed and dispensed by brand 
name only.  This supersedes previous advice regarding the prescribing and 
interchangeability of different tacrolimus products. 

This updated recommendation does not preclude patients changing to a different 
tacrolimus brand if the prescriber considers this to be of benefit to the patient.  
However, any changes between brands should always be accompanied by 
careful therapeutic monitoring.  

All tacrolimus products in the UK, including generics, are approved with a brand 
name.  

 
Advice for healthcare professionals and patients  
 

• Prescribers should prescribe oral tacrolimus products by brand name only. 
When prescriptions have previously been written using the generic name, 
the brand on which the patient is stabilised should be established to 
ensure that the patient is supplied with the same product. 

• If a prescriber intends to switch between any tacrolimus brands, careful 
medical supervision and therapeutic monitoring are required. 

CORRESPONDENCE TO: SECRETARY OF COMMISSION, L.R. WHITBREAD, FLOOR 4-T 
151 BUCKINGHAM PALACE ROAD, LONDON  SW1W  9SZ 

TEL NO:  020 3080 6451/2 OR 020 3080 6477  ♦  EMAIL:  leslie.whitbread@mhra.gsi.gov.uk 
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• Pharmacists should always dispense the exact brand prescribed. They 
should contact the prescriber if the prescription is not clear to ensure the 
appropriate medicine is dispensed. 

• Patients should be advised to take careful note of the name of their usual 
tacrolimus brand and should check with their doctor or pharmacist if they 
receive a different brand or if they have any other questions about the 
prescription, e.g. about the dose. 

 
Background  
 
Tacrolimus is a drug with a narrow therapeutic index, and even minor differences 
in blood levels have the potential to cause transplant rejection or adverse 
reactions. 
 
The three different pharmaceutical forms of oral tacrolimus products are 
shown below, together with brand names of currently approved products.   
 

• Immediate release capsule taken twice a day (including the following 
brands - Adoport, Aletris, Capexion, Evenil, Miloprosan, Prograf, Tacni, 
Takon, Taliximun, Tamitect and Vivadex) 

 
• Prolonged release capsule taken once daily (Advagraf) 

 
• Granules for oral solution taken twice daily (Modigraf). 

 
In 2008 there were reports of unintended switching of pharmaceutical forms that 
led both to toxicity and to graft rejection reactions.  This prompted the publication 
in 2009 of the advice on the requirement for close supervision when changing 
tacrolimus products and the need for great care when prescribing and dispensing 
oral tacrolimus.  Following the introduction of the first generic oral immediate 
release tacrolimus products, and to minimise the risk of medication errors, further 
advice was issued in May 2010.  This advice stressed the need to provide the full 
information (pharmaceutical form, strength, dose and dose frequency) in the 
prescription of tacrolimus, or the alternative of prescribing by brand name. 
 
The CHM has now completed a further review on the safe use of tacrolimus 
products.  The CHM considered that the risk of medication errors between the 
different oral pharmaceutical forms may increase as more tacrolimus products 
are approved in the UK. Therefore, as a precautionary measure, the CHM has 
updated its advice on the safe use of oral tacrolimus products and recommends 
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that to avoid confusion for patients and prescribers, and to avoid inadvertent 
switching of product from different suppliers, all oral tacrolimus products should 
be prescribed by brand name only.  
. 
This recommendation does not imply that a patient’s treatment cannot be 
changed to a different tacrolimus pharmaceutical form or brand if the prescriber 
considers this appropriate. However, any changes between brands (which may 
or may not involve changes in dosing regimen) should be accompanied by 
careful therapeutic monitoring under the supervision of an appropriate specialist. 
 
This advice will remain in place until any further advice by CHM is issued. 

 

Please report suspected adverse reactions to any medicine or vaccine through 
the Yellow Card Scheme (www.mhra.gov.uk/yellowcard). 

 
Further information is available at www.mhra.gov.uk.  
 
 

 
Yours faithfully,  
 
 

http://www.mhra.gov.uk/yellowcard
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NNov 11 Item s Unssuitabble forr
 
Geneeric Prrescriibing
 

The foll owing list pprovides exaamples of drrugs/preparrations whicch the Mediccines Managgement Advvisors wouldd NOT 
recommmend for genneric prescrribing. Howeever, this lisst is guidancce only and practices mmay wish to add other 
categorries of their own dependding on pracctice policy . For furtherr informatioon refer to thhe BNF or coontact your 
Medicinnes Managemment Advisoor. Please nnote: The lis t of brand nnames givenn as examplees is not exxhaustive. 

Medic 
Categ 

cine 
gory 

Gene 
name / g 

ric 
group 

Examplees Commments 

Drugs w 
narrow 
therape 

with a 

eutic index. 

Aminophyllline e.gg. Phyllocontin Continus
® 

Ther 
bioa 
the d 
toxic 
the b 

How 
so s 
pres 

re may be diffe 
vailability of th 
difference betw 
c plasma conc 
brand name sh 

wever, where b 
ignificant e.g. 

scribing is not 

erences in the 
he preparation 
ween therape 

centrations. Th 
hould be pres 

bioequivalence 
pain control, b 
necessary. 

e 
ns and/or 
utic and 
herefore 
cribed. 

e is not 
brand 

Lithium e.gg. Priadel
®
, Caamcolit

®
, Liskoonum 

® 

Theophyllinne e.g 
Un 

g. Nuelin SA
® 
, 

iphyllin Contin 
Slo-Phyllin

® 
, 

nus 
® 

or certa 
indicatio 
epilepsy 
transpla 

in 
ons e.g. 
y, renal 
ant etc. 

Carbamaze pine e.gg. Tegretol
® 
, CCarbagen

®
, Eppimaz

® 

Levetiracetaam e.gg. Keppra
® 

Lamotriginee e.gg. Lamictal
® 

Phenytoin e.gg. Epanutin
® 

Sodium val proate e.gg. Epilim
®
, Epillim Chrono

® 

Topiramatee e.gg. Topamax
® 

Ciclosporinn e.gg. Neoral
®
, Sanndimmun

® 
Dexximune

® 

Tacrolimus e.gg.Prograf
®
, Advvagraf

® 

Mycophenoolate e.gg.CellCept
®
, A rzip

®
, Myfenaxx 

® 

Certain 
release 
prepara 

modified-
e 
ations 

Diltiazem e.g 
Adi 

g. Angitil XL
® 
, Z 

izem XL
®
, Tild 

Zemtard
® 
, Slo 

diem LA
® 

ozem 
® 
, The 

shou 
as d 
relea 
have 

BNF states th 
uld be specifie 
ifferent versio 
ase (m/r) prep 
e the same clin 

hat the brand n 
ed in certain in 
ns of these m 

parations may 
nical effect. 

names 
nstances 
odified
not 

Mesalazine e.gg. Asacol MR
®
, Pentasa

® 

Nifedipine e.g 
Co 

g. Adipine MR 
racten SR or X 

or XL
® 
, 

XL
®
, Adalat RRetard

® 
, 

Methylphennidate e.g 
Me 

g.Concerta XL
® 

edikinet XL
® 

®
, Equasym XXL

® 
, 

Certain 
Drugs i 
patches 
2 and 3 

Controlled 
ncluding 

s (Schedule 
) 

Buprenorphhine e.gg. BuTrans
® 
, TTranstec 

® 
Caut 
regim 
The 
revie 

tion due to diff 
mes for SR an 
BNF states th 

ewed if brand 

fering dosage 
nd XL prepara 
hat dosage sho 
altered. 

e 
tions. 
ould be 

Fentanyl 
(transdermaal) 

e.g 
Ma 

g. Mezolar
® 
, D 

atrifen
®
, Tilofyl

® 
urogesic DTra 
® 

ans 
®
, Fentalis

®® 
, 

Morphine e.g 
Mo 

g. MST
®
, MXL

® 

orphgesic SR 
® 

®
, Zomorph

® 
, 

®
, Sevredol

® 

Oxycodonee e.gg. Oxycontin
® 
, Oxynorm

® 

Certain 
devices 

inhaler 
s 

CFC Free 
Beclometas 
(+/- Formote 

sone 
erol) 

Qv 

Fos 

ar 
®
, Clenil

® 

stair
® 

Alwa 
accu 
be e 
cont 
(dos 

ays state the t 
uhaler, turboha 
exercised when 
aining aeroso 

se adjustment 

ype of device 
aler. Caution s 
n changing fro 
l to Qvar or Fo 
required). 

e.g. 
should 
om CFC 
ostair Dry powder 

devices 
r Acc 

Clic 
cuhaler

®
, Easy 

ckhaler
®
, Fora 

yhaler
®
, Turbo 

adil
® 

etc. 
ohaler

®
, Pulvinnal

® 
, 

Multi-in 
produc 

ngredient 
ts 

See examplles - Staalevo
® 

Gen 
prac 
to m 

Som 
appr 
using 
coda 

eric prescribin 
ctical or may c 

multiple ingredi 

me combination 
ropriate for ge 
g an approved 
amol, co-amilo 

ng may not be 
ause confusio 
ents. 

n products are 
neric prescrib 
d ‘co-‘ prefix e 
ofruse, etc. 

e 
on due 

e 
bing 
e.g. co-

Ho rmone replaceement therapyy 

Oraal contraceptivves 

Mu 
pan 

ulti-ingredient G 
ncreatin, rehyd 

GI preps. e.g. 
dration salts, l 

Peptac
® 
, 

laxatives etc. 

Muulti-ingredient EENT preparatiions 

Creeams, bath oil s, antiseptics, liquids or gel s 

Bowwel cleansing solutions 

Specific 
specific 
indicati 

c brands for 
c 
ions 

Duloxetine e.gg. Yentreve
® 

or Cymbalta
® 

Sildenafil e.gg. Viagra
® 

or RRevatio
® 

Buprenorphhine e.gg. Subutex
® 

or Temgesic
® 

Midazolam e.gg. Buccolam
® 
, Epistatus

® 

Miscellaaneous See examplles - Anttipsychotic de pot injections Thes 
bran 
prod 

Gen 
may 
cont 

se should be p 
nd name to avo 
duct identificat 

eric prescribin 
y affect clinical 
ribute to admi 

prescribed usi 
oid confusion 
ion. 

ng for these dr 
response or 

inistration incid 

ng the 
/ aid 

rugs 

dents. 

Stooma care prodducts & appliannces 

Woound products 

Ins ulin 

Nuttritional produ cts 

Vacccines 

NRRT 

Ca lcium salts – NNatecal D3
®, 

AAdcal
® 
, 

Pre 
som 

e-filled injectab 
matropin, apom 

bles – e.g. Ad 
morphine, ery 

renaline, 
ythropoietin,etcc 

Note: Pleease also refer to the HSCB gguidance on ussing specified bbrands that aree cost effectivee choices for thhe HSC. 



Oral tacrolimus products:  Updated CHM advice (May 2012) 
 
 
Questions and answers 
 
 
What is oral tacrolimus and what is it prescribed for? 
 
Tacrolimus is a medicine that helps control the body’s immune system.  “Oral” 
tacrolimus medicines are prescribed after a liver, heart and kidney transplant 
operation, to prevent the body from rejecting the new organ.  It is also used 
for the treatment of transplant rejection when other immune treatments have 
failed. 
 
What are the main risks with this medicine? 
 
If a patient is under dosed there is a risk of loss of the transplanted organ, 
because of ‘rejection’ by the body’s immune system. On the other hand if the 
patient is overdosed undesirable effects may be more likely to occur. For this 
reason, patients need to be carefully monitored so the correct drug level in the 
blood is maintained.  Changes in drug blood levels, even minor, may lead to 
under dosing or overdosing. 
 
Where can I find out about the potential side effects of my tacrolimus 
medicine? 
 
Your medicine comes with a Patient Information Leaflet, which describes how 
to take the medicine and provides advice and information on potential side 
effects. 
 
What is MHRA recommending? 
 
The MHRA is recommending that to mini mise the risk of medication errors 
caused by inadvertent switching between brands , prescribers should 
prescribe tacrolimus products by brand name only.  Pharmacists should 
always dispense the exact brand prescribed, and should contact the 
prescriber if in doubt, to ensure that the correct brand is dispensed. 
 
Why is MHRA making this recommendation now? 
 
There are a growing number of oral tacrolimus medicines available in the UK 
and the Commission on Human Medicines (CHM) has conducted a review on 
the safe use of tacrolimus medicines. The conclusion of the review is that 
there is a potential risk for confusion leading to patients receiving the wrong 
medicine. 
 



How will the MHRA recommendation affect me? 
 
If you are currently taking an oral tacrolimus medicine you should continue to 
do so without any changes, as instructed by your doctor. You should take a 
careful note of the brand name of your usual tacrolimus medicine (see full list 
below of currently approved products).  If you are ever given a tacrolimus 
medicine with a different brand name you should check straight-away with 
your pharmacist or doctor that you have been given the correct medicine. 
 
Do I need to be particularly aware regarding my tacrolimus prescription? 
 
Yes, you should be told and should try to  remember the ex act name of your 
tacrolimus medicine.  T he name of the medicine is stated on the label of the 
medicine and on the patient information leaflet that is supplied with the 
medicine.  If you notice any changes in your prescription or if you are 
dispensed a different tacrolimus brand or the dosage instructions are different, 
you should immediately consult your pharmacist or doctor. 
 
How many different brands are there? 
 
There are currently thirteen brands of oral tacrolimus approved in the UK and 
each one has a unique name, so called brand name. 
 
The three different pharmaceutical forms of oral tacrolimus products are 
shown below, together with brand names of currently approved products.   
 

• Immediate release capsule taken twice a day (including the following 
brands - Adoport, Aletris, Capexion, Evenil, Miloprosan, Prograf, Tacni, 
Takon, Taliximun, Tamitect and Vivadex) 

 
• Prolonged release capsule taken once daily (Advagraf) 

 
• Granules for oral solution taken twice daily (Modigraf). 

 
What if a brand became unavailable? 
 
If a particular brand is not available and a patient has been receiving that 
particular brand he or she may be switched to an alternative brand.  However, 
this change of brand should only be done under medical supervision and 
additional tests should be conducted to check the amount of tacrolimus in the 
blood after the change. 
 
What should a doctor state on a tacrolimus prescription?  
 
A doctor should state the brand name of the particular medicine together with 
the dose (e.g. 20 mg) and the frequency it should be given (e.g. once a day). 
 



Would the pharmacist have to dispense the same tacrolimus brand 
stated in the prescription? 
 
Yes, the pharmacist should dispense the particular brand specified in the 
prescription.  If there is any doubt regarding the prescription (for example, the 
intended brand, or dose), the pharmacist should consult the prescribing 
physician before dispensing the medicine. 
 
Is it OK if my doctor changes me from one brand of tacrolimus to 
another? 
 
Yes, you may have a change in the brand of tacrolimus but this should be 
done only under medical supervision and additional tests should be 
conducted to check the amount of tacrolimus in the blood after the change. 
 
What should I do if I’ve forgotten the brand name of my usual medicine? 
 
Your doctor should know the exact brand you are taking so you should check 
with your doctor first.  If are unable to discuss it with your doctor speak to your 
pharmacist. 
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