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Introduction 

In the last decade, the field of cellular therapy has 

made significant advancements. While this innova­

tive branch of medicine is poised for major break­

throughs that could revolutionize many types of 

patient care, sorting through the extensive list of 

regulations for current good manufacturing prac­

tices (CGMP) and current good tissue practices 

(CGTP) can seem overwhelming. However, failure to 

meet these requirements could bring progress to a 

standstill. 

To help you avoid problems, we've developed this 

CGMP and CGTP overview. We've also included with 

it an introduction to automated solutions that are 

tailor-made to easily manage these regulations. 

Browse this resource so you can keep your facilities 

fully operational and progressing toward your goals. 

Safe supplies 

Anyone involved in any step of the process of 

manufacturing human cells, tissues, and cellular 
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and tissue-based products (HCT/Ps) must comply 

with CGMP and CGTP standards. These require­

ments were established by the U.S. Food and Drug 

Administration (FDA), under the direction of the 

Center for Biologics Evaluation and Research (CBER), 

to prevent the introduction, transmission or spread 

of communicable disease. 

Meeting the CGMP and CGTP standards at all times 

is obviously critical, in part because of FDA inspec­

tions-which can occur at any time with no prior 

notice. 1 In addition, adherence to these guidelines 

ensuI·es that the products you provide are safe and 

effective and, therefore, mitigates risk at all levels. 

Minimum manufacturing 
requirements 

The standards for manufacturing processes, as they 

relate to the preparation of drug therapies, were 

initially established in the 1938 Food, Drug and 

Cosmetics Act. With the introduction of biological 

products for medical treatments, additional regula­

tions established the "minimum current good manu­

facturing practice for preparation of drug products 

... for administration to humans or animals."2 The 

details of these requirements are established in 

Code of Federal Regulations (CFR) Title 21 part 606 

for blood and blood components.3 

Currently, the regulations fall into seven catego­

ries-organization and personnel, plant and facili­

ties, equipment, production and process controls, 

additional labeling standards, lab controls, and 

records and reports. 

Organization and personnel 

Everyone who collects, processes, tests, stores and/ 

or distributes blood or blood components must 

operate in a manner that will ensure that the finished 

product is safe, pure, potent, correctly identified and 

effective for its intended purpose. Therefore, current 
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Core requirements 

Ten core requirements form the foundation of 

the CGTP regulations, and manufacturers are 

.responsible for adhering to all requirements appli­

cable to the processes performed, including those 

beyond the scope of the core group. 

1. Facilities

Structures used for manufacturing HCT/Ps must be 

constructed, sized and located so as to ensure that 

HCT/Ps are not contaminated and that products can 

be handled in an orderly manner to prevent mix­

ups. Facilities must also: 

■ Be regularly maintained and in good repair

■ Have appropriate lighting, ventilation, plumbing,

drainage and access to sinks and toilets

■ Have separately defined areas for each

operation or have other systems to avoid

contamination and errors in labeling

2. Environmental control and
monitoring

-
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Any environmental condition that could cause or 

result in contamination must be controlled, and 

inspections must be performed to verify that con­

trols are functioning as intended. In addition, control 

systems and inspection activities must be moni­

tored. Where appropriate, you must maintain: 

■ Temperature and humidity controls

■ Ventilation and air filtration

■ Clean and disinfected rooms and equipment

3. Equipment

All equipment must be used according to its 

intended purpose and must be located to facilitate 

proper functioning, cleaning and maintenance. It 

must also be able to produce valid results. To care 

for your equipment according to CGTP specifica­

tions, you must: 

■ Maintain usage records for each piece of

equipment, including the identification of each

HCT/P manufactured with that equipment

■ Establish and adhere to schedules for cleaning,

sanitizing, calibrating and maintenance

■ Routinely inspect equipment to ensure that it

meets cleanliness, sanitation, calibration and

maintenance requirements

■ Document your equipment care activities, and

post near-or make readily available-recent

equipment inspection, maintenance and

cleaning actions

4. Supplies and reagents

Only supplies and reagents that have been veri­

fied-either by your staff or by the vendor -to meet 

specifications can be used, and reagents must be 

sterile when appropriate. In addition, accurate 

records (ideally those that are quickly searchable via 

an electronic system) are required for: 

■ Your receipt of supplies and reagents-include

type, quantity, manufacturer, lot number, date

of receipt, and expiration date
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