March 18, 2005
Edward J. Stygar, Jr.
Executive Director

American Biological Safety Association
1202 Allanson Road
Mundelein, IL  60060-3808

Dear Mr. Stygar:
Many of us here at CDC recognize the important role that the American Biological Safety Association (ABSA) has played in the establishment of the Select Agent Program following 911 and the anthrax attack during the fall of 2001. Input and technical expertise provided by many members of ABSA helped shape the final select agent rules that are being released today by the Departments of Health and Human Services (HHS/CDC) and Agriculture (USDA/APHIS). 

All provisions of the final rules supersede those contained in the interim final rules and will become effective on April 18, 2005.  The HHS final rule can be found at http://www.cdc.gov/od/sap and the USDA final rules can be viewed at http://www.aphis.usda.gov/programs/agselectagent/index.html.  Additional information that will be of interest to ASM membership can also be found at these sites.
Both CDC and APHIS have worked closely on the finals rules, and have put in place processes that will resolve much of the confusion that occurred when the interim rules were released in February, 2002.  The language in the HHS and USDA rules has be harmonized to eliminate differences.  This will make it much easier for regulated entities to comply with the rules.  The final rule also addresses the numerous comments that were submitted during the comment period.
The attached summary describes the most significant changes found in the final rules.  A more detailed comparison of the interim and final rules has been posted on line at http://www.cdc.gov/od/sap .
CDC and APHIS are working to provide better ways for entities to update their registration and comply with the rules.  A common, secured web-based interface for use by all regulated entities will be available by the end of the year.  This system will make it easier for entities to obtain information from the select agent program, and to complete the necessary reporting requirements.

Thanks you again for the support that we have received from ABSA.  Should you have any questions, please contact me at cbrokopp@cdc.gov or 404 498 2250.

Sincerely,

Charles D. Brokopp

Director, Division of Select Agents and Toxins

cc:     Elizabeth Gilman Duane, President

FINAL SELECT AGENT RULES
The U.S. Departments of Health and Human Services (HHS) and Agriculture (USDA) published final rules, which implement the provisions of the USA PATRIOT Act and Public Health Security and Bioterrorism Preparedness and Response Act of 2002 setting forth the requirements for possession, use, and transfer of select agents and toxins.  The select agents and toxins identified in the final rules have the potential to pose a severe threat to public health and safety, to animal and plant health, or to animal and plant products.

The final rules (42 C.F.R. Part 73, 7 C.F.R. Part 331, and 9 C.F.R. Part 121) were published in the Federal Register on March 18, 2005.  All provisions of the final rules supersede those contained in the interim final rules and become effective 30 days after publication in the Federal Register.  The final rules are being published in response to public comments received regarding the interim final rules and to harmonize the structure and format of the HHS regulations and the USDA regulations.  For the most part, the regulations remain unchanged.  The following outlines the most significant revisions:
HHS/Overlap select agents and toxins: 
· Revised the genetic element section to include the regulation of nucleic acids that can produce infectious forms of any of the select agent viruses (e.g. genomes of positive strand RNA viruses on the select agent lists such as Eastern Equine Encephalitis virus, Venezuelan Equine Encephalitis virus, and Tick-borne encephalitis complex (flavi) viruses).

· The list of those eligible to exercise control over unregulated or excluded amounts of toxins was broadened to include not only principal investigators, but also treating physicians and veterinarians, and commercial manufacturers or distributors.  

Exemptions for HHS/overlap select agents and toxins: 
· The reporting requirements were clarified that both registered and unregistered entities must report the identification of select agents and toxins presented for diagnosis, verification, or proficiency testing.

· Entities that identify select agents and toxins presented for diagnosis, verification, or proficiency testing are now to secure such agent or toxin against theft, loss, or release during the period between identification and transfer or destruction of such agent or toxin.
· APHIS and CDC have combined their immediate notification list for overlap select agents and toxins: Bacillus anthracis, Botulinum neurotoxins, Francisella tularensis, Brucella melitensis, Hendra virus, Nipah virus, Rift Valley fever virus, and Venezuelan equine encephalitis virus.
Registration and related security risk assessment
· Language was added to clarify who would be deemed to own or control an entity, and as such would require a security risk assessment.

· A provision was added to prevent an unnecessary lapse in a certificate of registration when the entity loses the services of the Responsible Official and there is no alternate Responsible Official.
· The notification of destruction for the purpose of discontinuing activities with a select agent or toxin requirement was removed. 

Denial, revocation, or suspension of registration

· A new provision was added to specify that a certificate of registration will be denied, revoked, or suspended if it is determined that such action is necessary to protect public health and safety.
· New language was added to clarify the specific actions an entity must take when the certificate of registration is suspended or revoked.
Restricting access to select agents and toxins; security risk assessments

· Provided clarification on what is meant by the term access as “an individual will be deemed to have access at any point in time if the individual has possession of a select agent or toxin (e.g., ability to carry, use, or manipulate) or the ability to gain possession of a select agent or toxin.”
· A new requirement was added to specify that an individual’s access will be denied if it is determined that such action is necessary to protect public health and safety.
· A new provision was added to require the entity to notify CDC when an individual’s access was terminated and the reasons for that termination.

Inspections and Plan Review
· The language regarding the annual inspection by the Responsible Official was clarified to ensure that all of the requirements of the regulations are met.
· A new requirement was added that drills or exercises of security, biosafety, and incident response plans must be conducted at least annually.  
Training 
· The language allowing the Responsible Official to certify that an individual has the required knowledge, skills, and abilities has been removed. 

Transfers

· A new provision was added that a transfer shall be valid only for 30 calendar days after issuance, except that such an authorization becomes immediately null and void if any facts supporting the authorization change (e.g., change in the certificate of registration for the sender or recipient, change in the application for transfer).
· The notification of when a select agent or toxin is consumed or destroyed after a transfer was removed. 

Records
· Since the requirements that entities maintain records of all entries into areas containing select agents or toxins, including the name of the individual, name of the escort (if applicable), the date and time of entry is sufficient in maintaining records of access into areas containing select agents and toxins, the exiting record-keeping provision was deleted.
· A single form number will be used for each of the identical forms used by HHS and USDA (e.g. “Application for Laboratory Registration for Possession, Use, and Transfer of Select Agents and Toxins” which was previously reference as CDC Form 0.1319 or APHIS Form 2040 will now be reference as APHIS/CDC Form 1).

