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CDC IPP

• The CDC Import Permit Program, or IPP, regulates the importation 
of infectious biological materials that could cause disease in 
humans in order to prevent their introduction and spread into the 
U.S. The program ensures that the importation of these agents is 
monitored and that facilities receiving permits have appropriate 
biosafety measures in place to work with the imported agents.
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What type of work requires a permit?
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CDC IPP Assistance
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Does a Filed Permit mean an Automatic 
Inspection?
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Import Permit Trends

• Most permits are issued to laboratory facilities at government 
agencies and universities, or to private and commercial 
laboratories conducting research studies or diagnostic activities. 
In recent years, more than 2,500 import permits have been 
issued by the program annually, with a total of 3,235 issued in 
2021.
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Import Permit Trends
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Import Permit Inspections

• An inspection may be conducted before a permit is issued, in 
order to ensure the applicant’s facility has appropriate measures 
in place to minimize the accidental release of biological agents 
capable of causing human disease. Inspections evaluate the 
applicant’s biosafety measures (e.g., physical structure, 
operational and procedural safeguards). Applicants may be 
informed of inspections ahead of time, or they may be 
unannounced.

• In 2021, 91 Import Permit Inspections were carried out by the 
CDC IPP.
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Inspection Preparation



Inspection Preparation

• The CDC Import Permit Program inspects entities using 
standardized checklists to verify that facilities have implemented 
the appropriate biosafety measures for the infectious biological 
agent, infectious substance, or vector to be imported.

• Checklists available include BSL-2, BSL-3, ACL-2, ACL-3, ABSL-2, 
and ABSL-3.



Inspection Preparation



Inspection Preparation



In-Person Inspection



In-Person Inspection

• Inspection took place on September 11th, 2019.

• We were given a generous one month’s notice prior to the 
inspection.

• Permitted material was in a large lab and consisted of both BSL-2 
and BSL-3 bacterial pathogens from Singapore, Haiti, and South 
Africa.

• CDC sent three inspectors for a period of two full days.



In-Person Inspection

• Day one:
• Program overview

• Containment visitor training

• Tours of the BSL-2 laboratory areas

• Tours of the BSL-3 laboratory areas

• Day two:
• Document review

• Close-out



In-Person Inspection Findings

• Facilities in good standing, with two minor findings:
• The permit needed to be updated to reflect the spaces where the materials 

were being used.

• The inspection encompassed these areas but it was not spelled out correctly.

• There was a researcher observed in one of the permitted areas wearing 
gloves while not touch contaminated devices.

• This was something we pushed back on but we did come to a compromise with 
signage and training improvements to display to our staff about the 
complacency of glove wearing and the potential hazards it can lead to.



Remote Inspection



Remote Inspection

• This inspection took place on March 9th, 2021.

• We were informed of the inspection on January 29th ,2021 and 
given a wide selection of dates to choose from for the inspection.

• This was another large laboratory at our institute, different from 
the laboratory inspected in 2019.
• There were some overlapping spaces.

• The main focus was on spaces that had not previously been inspected but 
they were still looked at on a high level.



Remote Inspection



Remote Inspection Findings

• There were no significant findings.

• Of note, it was pointed out that work that was occurring at our 
facility with foreign isolates of SARS-CoV-2 from BEI had arrived 
without the filing of a CDC import permit.



Lessons Learned



Use your Tools



Contextualize the Inspection

• The specificity of the permit inspection allows for a focus on that 
work and not a broad scoped general facility inspection.

• We were diligent to give them exactly what was asked for and 
nothing more.

• For the remote inspection, we were very clear in the floor plans 
and picture tours of the areas that were used with the permit.



Materials for Review

• Binders, Binders, and more Binders
• For the in-person inspection, our paper documentation filled a conference 

room.

• At the time, there was not an option to provide materials ahead of time.

• For the remote inspection, we were allowed to provide materials digitally 
ahead of time.

• This significantly cut down on the document review time as expected.

• Allowed for time to generate responses before the inspection concluded, 
providing a clean inspection report.



Digitize Records

• This may seem like common sense these days, but the ability to 
digitally store and maintain records allowed for the inspection 
process to move incredibly smoothly.

• Scanning is your friend.
• We inevitably had things that were paper-only records but scanning and 

collating that material allowed us to have answers to all inquiries at the 
touch of a finger.

• This can be a daunting task but well worth it to maintain.

• A great project for summer interns!



CDC IPP Checklists

• Easily available online and concisely pulled from the regulations 
and guidance.

• We filled these out in addition to our internal annual checklist and 
it really provided the inspectors a straightforward interpretation 
that didn’t require any translation or comparability.



Digestible Materials

• We placed ourselves in the shoes of the inspectors once given 
their list of requirements.

• This allowed us to frame the inspection materials in a way that 
directly addressed what was being sought in a timely manner.

• We did not give them anything in excess that would have required 
any digging through onerous volumes of records.



Questions?
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