RS SURVEY ON ENVIRONMENTAL CHAMBER

Introduction
We have to qualify some new Environmental Chambers which are to be used to store some clinical trial materials at a controlled temperature and humidity in a new laboratory at NJIT. We have been given copies of literature for selecting the chamber by NJIT's project engineer. We have not been told all of the intentions for this specific chamber yet, and also don't know about the products yet, but the only thing we know is that the set of chambers will be capable of supporting the various conditions set forth in the ICH Guideline Q1A for stability studies. There is a set of criterion required to qualify the Environmental Chamber for which User Requirement Specification (URS) is to be prepared.

questions
Installation Requirements
1. Since two types of environmental chambers are available i.e bench top and floor model we need to know the exact site where the environmental chamber is to be installed and also the minimum space required has to be mentioned. None of these are mentioned in the URS for the easy operations and for interfacing criterion with other equipments and the users.

2. Since we do not know which environmental chamber is selected out of the two available i.e bench top and floor model we do not know the size and dimensions of the environmental chamber to be qualified.

3. We need to know the Humidity, Ventilation and Air Conditioning (HVAC) of the room where the Environmental Chambers have to be installed since the above conditions can affect the life cycle of the chamber.
Operation Requirements
4. We need to know the limits of the fluctuation allowed in the temperature and humidity from the standard set points.

5. We need to know the parameters that should be measured? i.e Should the environmental chamber be mapped for temperature and relative humidity or for temperature only? If the environmental chamber is used to store products in the chamber with humidity sensitivities, then the environmental chamber has to be mapped for relative humidity as well as temperature.

6. Is the air temperature inside the environmental chamber being mapped or are probes used to track the interior product temperatures? Tracking interior product temperatures, such as the temperature inside a solution bottle as it insulates the data against minor disturbances such as periodic door openings and closing.
Performance Requirements
7. The user should tell the working hours of the environmental chamber to specify the performance time in terms of weeks, days and hours. For example the chamber will remain on for 16 hours a day and 100 hours a week.

8. We need to know the requirement of the user in the environmental chamber to activate the security alarm as a measure during specified situations depending on the material value.

9. We need to know the preventative maintenance measures required for the chamber.

10. We need to know the self-termination and self-activation criterion of the Environmental Chamber and the power should be cut off automatically as per the desired settings and also the requirements of the user in setting such self actions.
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