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Test Name Results Units Bio. Ref. Interval

TACROLIMUS GENOTYPING (CYP3A5)  *

(Real Time PCR)

Interpretation
 ---------------------------------------------------------------------------
| CYP5A3 GENOTYPE     |  CYP5A3 PHENOTYPE      |   THERAPEUTIC              |
|                     |                        | RECOMMENDATIONS            |
|---------------------|------------------------|----------------------------|
|   *1/*1             | Extensive Metabolizer  | Increase starting dose     |
|                     |  (CYP3A5 Expresser)    | 1.5 to 2 times higher      |
|                     |                        | than a normal individual   |
|                     |                        | not exceeding 0.3mg/kg/day |
|---------------------|------------------------|----------------------------|
|   *1/*3             |Intermediate Metabolizer| Increase starting dose     |
|                     |  (CYP3A5 Expresser)    | 1.5 to 2 times higher      |
|                     |                        | than a normal individual   |
|                     |                        | not exceeding 0.3mg/kg/day |
|---------------------|------------------------|----------------------------|
|   *3/*3             |  Poor Metabolizer      | Initiate therapy with      |
|                     |(CYP3A5 Non-expresser)  | standard recommended dose  |
 ---------------------------------------------------------------------------

Note 

1. This test examines the presence of the CYP3A5 *3 allele only. Other alleles such as CYP3A5*6 and 

CYP3A5*7 are not addressed.  Other mutations and polymorphisms may affect the metabolism of 

the drug.

2. This is an in-house developed assay for Research purposes only. Results to be interpreted in context 

of clinical findings, and other laboratory data.

3. Use therapeutic drug monitoring to guide dose adjustments.

Comment

Tacrolimus is an immunosuppressive agent used to prevent graft rejection after transplantation. Since 

Tacrolimus has a narrow therapeutic index, high intra- and inter -individual pharmacokinetic variability and a 

poor correlation between dosage and blood concentration, therapeutic drug monitoring (TDM) is an important 

tool for reducing the risk of nephrotoxicity and allograft rejection. However, despite this drug monitoring effort, 

a large number of patients achieve trough concentrations that are above or below the targeted therapeutic 

range, particularly at the early stage post-transplantation. Tacrolimus is a substrate of cytochrome P450 

(CYP) 3A, and much of the inter-individual variability in its pharmacokinetics is explained by the presence of a 

single nucleotide polymorphism (SNP) in intron 3 of CYP3A5 6986A>G, resulting in the absence of a 

functional CYP3A5 protein in homozygous carriers (CYP3A5*3/*3; poor metabolizer). The association 

between the CYP3A5 genotype and tacrolimus pharmacokinetics is well established, and patients 

expressing functional CYP3A5 (carriers of the CYP3A5*1 allele; extensive metabolizer), require 

approximately double the starting drug dose.
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HOD Molecular Diagnostics                       

NRL - Dr Lal PathLabs Ltd

TACROLIMUS GENOTYPING (CYP3A5)

Result/s to follow:

IMPORTANT INSTRUCTIONS

*Test results released pertain to the specimen submitted .*All test results are dependent on the quality of the sample received by the Laboratory . 

*Laboratory investigations are only a tool to facilitate in arriving at a diagnosis and should be clinically correlated by the Referring Physician .*Sample 

repeats are accepted on request of Referring Physician within 7 days post reporting.*Report delivery may be delayed due to unforeseen 

circumstances. Inconvenience is regretted.*Certain tests may require further testing at additional cost for derivation of exact value. Kindly submit 

request within 72 hours post reporting.*Test results may show interlaboratory variations .*The Courts/Forum at Delhi shall have exclusive 

jurisdiction in all disputes/claims concerning the test(s) & or results of test(s).*Test results are not valid for medico legal purposes. * Contact 

customer care  Tel No. +91-11-39885050 for all queries related to test results.

(#) Sample drawn from outside source.
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