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The United States Has a Variety of Federal and 
State Entities Which May Require Permits



Large Institutions Frequently Engage in 
Global Partnerships

“UC San Diego has entered into over 300 memoranda of understanding (MOUs) and 
collaboration agreements, collectively called ‘international agreements,’ with universities 
and institutions worldwide.” – UCSD Office of International Affairs, SEP 2018
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Large Institutions Present Unique Challenges for 
Obtaining Permits & Permit Compliance

• Stakeholders may be managed under separate leadership (“silos”).

• Infrastructure may be managed by multiple entities (autoclave spore testing, 

biosafety cabinet certification, security access, etc.).

Researchers may not understand which stakeholders to involve.
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Researchers May Not Have Access to all the 
Information Requested by Permitting Agencies

Is my autoclave 
certified or 
permitted?

Spore test records?

Who is our waste 
vendor?

How many air 
changes/hr in my 

lab?

Who is in charge 
of security access 

controls?
How can I access 
the floor plans for 

my lab?



Untracked Permits?
In My Institution?

Free Permit Check!

It’s more likely than you think.

Researchers May Submit a Permit Application 
at Any Time Without Official Notice to Their Institution
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Some Permits May Be Tracked Through Existing 
Infrastructure, But Others May Fly Under The Radar.

If a marine archaeologist submits 
a USDA permit request to import 
soil, does it send up an 
institutional flag?

• No Recombinant DNA/RNA.
• No infectious material.
• Not commercial                

(No Material Transfer 
Agreement).

• Lab does not generate 
biohazardous waste. 



How Do We 
Provide 

Guidance and 
Involve These 
Stakeholders?



Import Support Program Components

Outreach

Consultations

Site Visits

Guidance 
Documents

Stakeholder 
Communication



Institutional webpage: 
• Provide guidance.
• Identify researcher 

responsibility.
• Offer resource links.
• Route researchers to 

contact BSO/Biosafety 
group for consultation.



• Partnership with the Office 
of Research Affairs (ORA).

• Article in the ORA Monthly 
Newsletter.

• Lecture hosted by ORA as 
part of a presentation 
series on research 
compliance and integrity.



Example CDC certification 
statement provided to 
assist a researcher 
importing exempt material 
from an international 
collaborator.



Biosafety Site Visits Can Be Conducted With an 
Eye to Permit-Required Infrastructure and SOPs

• Facilities and Containment

• Security Access/Restricted Movement

• Engineering Controls

• Delivery Documentation

• Waste Management/Decontamination



Consultations Are the Backbone of Permit Support 

• Our institution has seen many researchers requesting permit consults.

• Many of these consults have been for exempt material, for which there is 

less agency guidance.

• Guidance documents provide a baseline; not all researchers require 

extensive support.

We can’t provide all the answers, but we can help with 
direction.



Import Support Program Benefits: Why Do This?
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Research Safety Program Enhancement

• Since implementation, the number of permits tracked by our department 

has tripled.

• Researchers with materials outside IBC purview are being tracked.

• IBC is approving facilities and work practices in line with permit 

requirements.

• ORA-IBC communication has increased.

• Permitting agency engagement has increased.



Researchers Are Frequently Left to Navigate 
Complex Federal Agency Requirements Alone

From the Southern Biosafety Association (SBA) Spring Symposium 2019, May 31st, 2019

Import permit support represents an unfilled need for researchers, and a 
potential area of insufficient coverage for biosafety professionals in 
institutions which do not handle RG4 or FSAP materials.



Biosafety Permitting References
• Centers for Disease Control (CDC) Import Permit Program (IPP) [https://www.cdc.gov/cpr/ipp/index.htm]

• CDC Guidance Document Overview of IPP [https://www.cdc.gov/cpr/ipp/docs/overview-of-cdc-ipp.pdf]

• United States Department of Agriculture (USDA/APHIS) Permits and Certifications 

[https://www.aphis.usda.gov/aphis/resources/permits]

• USDA/APHIS Guidelines: Animal Products That Do Not Require An Import Permit 

[https://www.aphis.usda.gov/aphis/ourfocus/animalhealth/animal-and-animal-product-import-

information/import-live-animals/no-import-permit-req]

• U.S. Fish & Wildlife Service (FWS) Permits [https://www.fws.gov/permits/]

• FWS Laws, Treaties & Regulations [https://www.fws.gov/permits/ltr/ltr.html]

• CITES Appendices [https://www.cites.org/eng/app/appendices.php]

• University of California San Diego Shipping: Biologicals Materials Permits 

[https://blink.ucsd.edu/facilities/services/shipping/hazardous/bio-permit.html]
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