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Domestic and International 
GCP Services offered: 
• Investigator site audits 
• Vendor qualification/capability 
• Contract Research 
    Organizations (CROs) 
    -Pre-selection & post capability 
    -Clinical operations 
    -Monitoring 
    -Data entry 
    -Data management 
    -Biostatistics 
    -Medical writing 
    -Drug safety 
    -Regulatory affairs 
    -QA/QC 
    -Central reader 
    -Clinical trial supplies 
    -Project management 
• IRB/EC – central, commercial,  academic, 

private, hospitals audits 
• Adverse event/Pharmacovigilance audits 
• Central & specialty laboratory (GCP) audits 
• Final study report audits 
• Mock-FDA/EMEA audits 
• Electronic submission audits 
• IND/IDE Safety report audits 
• IVRS Patient randomization audits 

- (Pre-Qualification and post- 
 capability) 

• Clinical trial supply/drug depot audits 
• Trial master file archive and records mgt 

system audits 
• Computer systems validation audits 
• Case report form design audits 
• QA tracking documents audits 
• Data mgt/Database audits 
• Monitoring department audits 
• Clinical trial registry audits 
• Phase 1 Unit audits 
• GCP customized training 
• Risk Evaluation and Mitigation Strategies 

(REMS) consulting 
Domestic and International 
GLP Services offered: 
• Pre-clinical laboratory audits, including 21 

CFR Part 58 
• Audits of laboratories associated with 

manufacturing  facilities 
• Central laboratory audits 
• Special laboratory audits 
• Laboratories or safety (Phases 1-4) 
• Mock FDA/EMEA audits 
• Final study report audits 
• GLP customized training 
• Quality systems assessment, design and 

implementation 
• Process and equipment validation 

protocols and execution 

• Computer and software validation: 
compliance to 21 CFR Part 11 requirements 

• Facility design, environmental monitoring & 
contamination control 

• Utility design and assessment 
• Management strategy evaluations for 

QA/QC systems 
• Quality systems integration and 

harmonization for multiple quality systems 
requirements and combination products 

• Vendor and supplier qualification/capability 
audits 

Domestic and International 
GMP Services offered: 
• Auditing of potential and existing quality 

systems of manufacturing facilities in order 
to asses compliance to regulatory and 
quality systems requirements 

• Manufacturing facility audits for: 
       -Drugs – API – Bulk Commercial 
    -Biologics 
       -Medical Devises 
    -Gene Therapy Agents 
    -Gene Therapy – Cell Therapy 
    -Solids, Liquid Dosage 
    -Parentals, IV 
    -Commercial Products 
    -Small/Large Molecules 
    -Tissue Engineering  
• Audit of stability programs/data 
• Batch record review and QC 
• Review facilities design and construction 

including: 
       -Size – Layout – Security 
    -Warehouse – Production areas – 

Storage areas 
    -Ante-rooms – Clean rooms 
• Review of: 
       -Packaging – Labeling  
    -Storage – Distribution  
    -Destruction of drug product 
• Mock FDA/EMEA audits 
• GMP customized training 
• Regulatory agency response formulation 

for FDA and other agency audits 
• Risk assessment and mitigation for 

systems, products & equipment 
• Audits for compliance to quality systems: 

FDA & international 
• Quality systems assessment, design and 

implementation 
• Process and equipment validation 

protocols and execution 
• Computer and software validation: 

compliance to 21 CFR Part 11 requirements 
• Facility design, environmental monitoring & 

contamination control 
• Utility design and assessment 
• Management strategy evaluations for 

QA/QC systems 

• Quality systems integration and 
harmonization for multiple quality systems 
requirements and combination products 

• Vendor & supplier qualification and audits 
• Writing and implementation of SOP’s and 

all types of documents for GMP 
environments 

Regulatory Affairs: 
• Create and/or revise FDA IND safety 

updates 
• Create/update FDA NDA/PLA 

submissions/updates 
• FDA 510 (K), NDA, ANDA and annual 

product reviews 
• DEA and other regulatory submissions as 

necessary 
Medical Writing Assignments 
SOP Design and Writing  
(GCP, GLP and GMP): 
• Update/revise existing SOPs 
• Create new SOPs 
Project Management: 
• Design and implement clinical project 

workflow/timelines 
Unbundled Services offered: 
• CAPA Follow-up 
• Hourly QA consulting 
• Monitoring (in-house, short-term consulting) 
• Question analysis on any QA or regulatory 

issues 
• IDB reviews 
• QC audits 
• Assessment or audit plans 
• Becoming your virtual QA dept. 
• Becoming Your Preferred Vendor 
Animal Health Services offered: 
• Conducting due diligence of nascent or 

early-phase technologies (drugs, devices, 
biologicals) perceived as having 
applications in animals 

• Developing programs intended to attract 
licensing opportunities, sources of capital, 
or corporate partners 

• Designing suitable technical evaluations of 
early-phase technologies (requiring proof of 
principle evaluation) through to currently 
marketed products 

• Implement and oversee research 
conducted by contract laboratories 

• Technical writing and document 
preparation for strategic, scientific, and 
regulatory purposes (abstracts, technical 
reports, scientific manuscripts, technical 
sections intended for regulatory review) 

• Advising on matters pertaining to regulatory 
strategies 

• Networking to secure appropriate 
resources 
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