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Suven Infrastructure

Å State of Art Bioanalysis Laboratories

Å Located in Two Sites

ÅGLP Site : Banjara Hills

ÅNon GLP Site : Jeedimetla

Å Six Tandem Mass Spectrometers (Triple Quadruple and Q-Trap)

Å API-4000 Q-Trap (1), API-4000 (2)

Å API-3000 (2), API-2000 (1)

ÅAutomated Liquid Chromatography Systems

ÅUV ïVisible Detection

Å Fluorescence Detection

Å Electrochemical Detection
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Suven ïStrengths

ÅBioanalytical Method Validation (including Incurred Sample Reanalysis 

[ISR]) In Compliance to US-FDA Guidance and ICH Guidance

ÅDeveloped & Validated More than 150 Bioanalytical Methods involving

ÅDrug and Metabolite from same Sample

ÅMultiple Analytes in same Sample

ÅHighly Sensitive Methods requiring as low as pg/mL quantitation

ÅCan analyze even with low sample volume (0.05 to 0.1 mL)

ÅExtractions Include semi-automated precipitation, liquid-liquid  

extraction, solid phase extraction (1D & 2D) methods

ÅExecuted Many Human Phase 1 and DDI Bioanalysis Studies

ÅSuccessfully handled sample receipt from various locations within India, 

across US and Europe
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Scope : Clinical Pharmacokinetic Studies

ÅHuman Bioequivalence Studies

ÅHuman Relative Bioavailability Studies

ÅPharmacokinetic Drug Drug Interaction Studies

ÅTherapeutic Drug Monitoring Studies

ÅPilot and Pivotal US ANDA Studies

ÅParallel Design

ÅCrossover Design

ÅControlled Population Studies

ÅFixed Dose Combination Studies
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Scope : Phase-1 Clinical Trials

ÅFirst in Human (FIH) Clinical Trails

ÅSingle Ascending Dose Trial (SAD)

ÅMultiple Ascending Dose Trail (MAD)

ÅNew Product/Formulation Development Studies

ÅNew Fixed Dose Combination Studies
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Scope : Preclinical Toxicokinetic Support

ÅBioanalysis Support to Regulated Preclinical Toxicology Studies

ÅRepeat Dose Rodent Toxicology Studies (Rat, Mice & Hamster)

ÅRepeat Dose Non Rodent Toxicology Studies (Dog, Guinea Pig, 

Rabbit)

ÅReproductive Toxicology Studies (Rodent and Non Rodent)

ÅLong Term Toxicology Studies

ÅCarcinogenicity, Mutagenicity and Genotoxic Potential Evaluation 

Studies
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Bioanalysis Timelines

ÅTypically get a Study Initiated within 2 weeks with

ÅReceipt of Test Articles(s)

ÅSigned Protocol

ÅValidate Assay within 2 weeks

ÅPK Study with 1500 samples

ÅPreliminary Data within 2 weeks from sample receipt

ÅAudited Data within 2 weeks of prelim data

Å48 hour turnaround, if needed for dose range/escalation study
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Suven Bioanalysis Scientists Qualifications / Experience

2011

Scientists  Breakdown

Ph.D.
Average Years 

Experience

MS / 

M.Pharm

Average 

Years 

Experience

Technician / 

Lab Support

Bioanalysis 03 6 - 12 Years 16 2 - 6 years 04

Quality 

Assurance
00 NA 03 2 - 6 years 01

Support 

System
3 (for IT and Analytical Instrument Maintenance)

Management 2  (more than 20 years of discovery experience)

Office / Admin 04
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Senior and Core Group Leaders have pursued their education from reputed academic 

institutions like IIT (Indian Institute of Technology), Manipal University, NIT (National 

Institute of Technology), etc.  
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Results / Data Communication 

ÅQA Audited Intermittent Reports to Customers

ÅSecured Tunnel for safe E-mail exchanges

ÅWeekly/Bi Weekly webex for exchange and discussion of Project 

Progression

ÅChromatograms and Raw data can be shared to Customer through 

secure Email system for remote Review
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Quality Assurance System

ÅAccredited by ISO/IEC 17025:2005 Quality System since 2005

ÅIndependent Quality Assurance Team

ÅSOPs for Operation, Calibration, Maintenance and Quality Systems

ÅWell Managed Reports/Data and Samples Storage & Retrieval

ÅWell Documented Biological and Formulation Sample Receipt & Handling

ÅFacility audited and approved by many global pharmaceutical companies 

like Eli Lilly & Co, Bristol Myers Squibb, AstraZeneca and majority of 

Indian Pharma Companies including Ranbaxy, Dr Reddyôs, Torrent and 

Wockhardt
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Organization Chart
   
 
 
      

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

  

 

 

 

 

 

 

  

 

 

 

 

 Deputy to Vice President  : Dr. Vishwottam Kandikere 

  Head-QA    : Mr. Kiran Kumar Penta 

#  Deputy to Head QA  : Mr. Aruna Kumar Mulamraju 

   Deputy to Head-BRL  : Mr. Devender Reddy Ajjala 

  Deputy to Head-BRL  : Mr. Prashanth Komarneni 

@       Deputy to Vice President  : Mr. K. S. Prasad 

(*)  Personnel in number 

          NABL Accreditation 

CEO & VICE-CHAIRMAN 
(1) 

VICE-PRESIDENT 
(1) 

ADMINISTRATION  

OFFICE ASSISTANT  
(1) 

GENERAL MANAGER 

(HEAD-BRL) (1) 

QUALITY ASSURANCE  

RESEARCH ASSOCIATE (1) 

 

 

 

 

 

 

 INSTRUMENTATION 

RESEARCH ASSISTANT  
(1) 

BIOANALYTICAL  

   ASSOCIATE 
SCIENTIST (1) 

(1) 

  SCIENTIST   
(1) 

RESEARCH 
ASSOCIATE (1) 

RESEARCH 
ASSISTANT (3) 

HEAD-QA (1) 

ASSISTANT GENERAL 
MANAGER (1) 

 

Sr. RESEARCH 
ASSOCIATE (1) 

RESEARCH 
ASSOCIATE (2) 

RESEARCH 
ASSISTANT (1) 

Sr. RESEARCH 
ASSOCIATE (2) 

Sr. MANAGER-HR (1) 
SUPPLY CHAIN 

MANAGEMENT 

EXECUTIVE-HR (2) 

BIOANALYTICAL  

Sr. ELECTRICIAN (1) 

ASSISTANT GENERAL 
MANAGER (1) @ 

 (2) 

OFFICER PURCHASE-
PSCM (1) 

(1) 

#   Sr. RESEARCH 
ASSOCIATE (1) 
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Study supervision

ÅMajority of the work contracted would be done in in-house

ÅSupervision - on methodologies and work-flows of study personnel

ÅProcess and Project based audits by QA for each study

ÅIdentification of 3 to 4 critical phases- audit reports for each phase

ÅMajority of Scientists working  for more than 5 years

ÅGenerally extended work hours, 8AM to 6PM or 10 AM to 9 PM

ÅCapacity; 4 x150 = 600 samples/day of any four different studies, (1.8 lakh p.a)

ÅType of clinical samples; plasma, blood, serum and urine etc.
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Policies

ÅComprehensive SOPS for Equipments and Procedures

ÅRoutine Instrument Qualification either by vendor or trained personnel

ÅBioanalytical Method Validation as per SOP/Plan

ÅOnly Authorized individuals have access to system with well defined 

access levels
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ÅRequested Raw data forms will be issued to delegated study

ÅReviewer and QA personnel will review the Raw data study wise

ÅIdentification for the repeat analysis-Dilution analysis   

ÅRaw data is filed study wise ïStudy Label on files ïArchive

ÅTransformed data ïCD/DVD backup - stored in archives with the 

details of study and contents.

Raw data and Transformed data
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Accredited by NABL for Testing Competence for 

ISO/IEC 17025:2005


