
Inspection Report  
Interview with Dr Seema Jaitly



It doesn’t matter how big or small your pharmaceutical company is, 

everyone has to go through the inspection process. It’s never going 

to be a pleasant experience but preparation is key. Dr Seema Jaitly 

walks us through how Essjay Solutions have helped many  

pharmaceutical companies through the inspection process and 

helped to deal with any issues that have arisen. 

 

Q: What is the initial process procedure when you go in and support 

the inspection process?

Dr Jaitly: I would start by speaking to the relevant individuals at the 

company including the Head of Pharmacovigilance and the QPPV.  

This allows me to determine the concerns they are facing as well as 

get an idea of what procedures they currently have in place around 

aggregate report writing, case processing, signal detection etc.

 

Q: Once you have a clear idea of the lay of the land, what are your 

next steps?

Dr Jaitly: I would take a look at their last audit report and the last 

inspection report and if anything has been highlighted then work out 

how to fill in those gaps. After the initial interviews, I would join in the 

inspection team meetings and provide frameworks for review of the 

various areas such as signal detection, training requirements, ICSRs, 

communication, QPPV role, PASS, Risk management etc. 

At Essjay Solutions we have developed a variety of templates  

which ensures all gaps in procedures are dealt with effectively and 

appropriately. We don’t leave a detail to chance as we even provide a 

check list for the inspection day including such tasks as room booking, 

is there a photocopier available in the room, back-up IT? These very 

practical affairs can help to make sure the inspection runs as smoothly 

as possible. (continued over)
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Q: What challenges have you faced when supporting companies 

with their inspections?

Dr Jaitly: I’ve found that often individuals are not keen on accepting 

responsibility when things have gone wrong! Myself and my team 

come in and work as facilitators to iron out any issues. Often it’s hard 

for staff as they get bogged down in the detail and can’t see the wood 

for the trees. As fresh eyes we can come in and demonstrate ways to 

optimise processes in a timely and pragmatic way.

 

Q: What have your outcomes from the inspection support been like?

Dr Jaitly: We’ve always had positive outcomes and any minor issues 

have been in areas we’ve been expecting and been able to manage. 

We’ve turned issues that have been critical to major or major to minor, 

such as issues around signal detection, aggregate report writing  

and training. 

 

Q: What areas do you help with?

Dr Jaitly: We look into all the areas covered by an inspection  

which includes:

•	 Implementing documented training programmes for everyone  

 in the organisation

•	 Collating a set of procedures and training for all staff on these

•	 Strengthening the signal detection process so it is in line with  

 the legislation requirements, which are more vigorous now

•	 Ensuring a robust risk management process

•	 Set up processes to update labels. We’ve found that internal  

 processes may be very good at getting internal documents  

 updated but this does not get translated into external labels  

 in a timely manner (continued over)
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Q: How about the inspection interview itself?

Dr Jaitly: I know how stressful the inspection process can be,  

especially for the more junior staff. The inspectors can take on  

quite an interrogative tone!  The Essjay Solutions team are highly  

experienced at the interview process and can carry out mock  

inspections to make staff feel more confident and be ready to answer 

any questions thrown at them, rather than feeling like they’ve been 

thrown in at the deep end!

 

Q: How about afterwards, what support can you offer?

Dr Jaitly: We don’t just stop at the inspection itself, Essjay Solutions are 

committed to supporting companies afterwards and implementing 

corrective actions. Often the momentum can be lost after an  

inspection and corrective actions are not followed through properly. 

We can track these actions to ensure that over time they are being 

dealt with appropriately and in a timely manner. 

Overall any inspection is stressful, it is always useful to have an  

external consultant available even just as someone to provide  

a second opinion especially when tensions are high internally.  

The value of a good consultant cannot be underestimated, however it 

is so important that you have someone come in who is pragmatic and 

works with you rather than a consultant who comes in and tells you 

everything is wrong and then tries to implement a major overhaul. 

That never works! 
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