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SCOPE OF ACCREDITATION TO ISO 15189:2012 
 
 

3DMED CLINICAL LABORATORY INC 
8F #25 Lane 3399 Kangxin Rd Pudong New Area 

Shanghai, PEOPLE’S REPUBLIC OF CHINA 200120 
Yaoling Song          Phone:  +86 21-20909803 

 
 

CLINICAL 
 

Valid To:  December 31, 2023     Certificate Number:  6463.01 
 
In recognition of the successful completion of the A2LA evaluation process, accreditation is granted to this laboratory to perform 
the following types of testing on human samples, including Pathology Tissue, Formalin Fixed Parrafin Embedded (FFPE) 
Slides, and Circulating Tumor DNA (ctDNA) Samples: 

 
Specialty Sub Specialty Test/Analyte Methods Matrices 

 
Pathology 
 Histopathology 
  Tumor Cell Content 

Evaluation – H&E 
Staining 

Staining, 
Microscopy 

Pathology 
Tissue, FFPE 

Molecular Pathology 
 Solid Tumor 
  Homologous 

Recombination 
Deficiency Analysis 

Tumor Somatic 
Mutation Detection, 
NGS 

Pathology 
Tissue, FFPE 

  Microsatellite Instability 
Analysis 

Tumor Somatic 
Mutation Detection, 
NGS 

Pathology 
Tissue, FFPE, 
ctDNA 

  Multiple Gene Panel 
Mutation Detection for 
Solid Tumor (733 
Genes): Single 
Nucleotide Variant, 
Insertion/Deletion 
Variant, Copy Number 
Variant, Structural 
Variant Detection 

Tumor Somatic 
Mutation Detection, 
NGS 

Pathology 
Tissue, FFPE, 
ctDNA 

  Tumor Mutational 
Burden Analysis 

Tumor Somatic 
Mutation Detection, 
NGS 

Pathology 
Tissue, FFPE, 
ctDNA 

 
 



 

For the tests to which this accreditation applies, please refer to the laboratory’s Clinical Scope of Accreditation. 
 

 

 
 
 
 

  

Accredited Laboratory 
 

A2LA has accredited 
3DMED CLINICAL LABORATORY INC 

Shanghai, PEOPLE’S REPUBLIC OF CHINA 

for technical competence in the field of 

Clinical Testing 
 

This laboratory is accredited in accordance with the recognized International  
Standard ISO 15189:2012 Medical laboratories – Requirements for quality and competence. This 

accreditation demonstrates technical competence for a defined scope and the operation of a laboratory 
quality management system (refer to joint IAF-ILAC-ISO Communiqué dated January 2015). 

            
  

Presented this 18th day of November 2021. 
 

 
                                                         _______________________ 
                                        Vice President, Accreditation Services 
                                         For the Accreditation Council   
                                         Certificate Number 6463.01   

                                                                                                                Valid to December 31, 2023 
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