Kelly, Scott, 4/11/07 8:56 PM -0500, Form 3

Envelope-to: hammond@udO4.underdoghosting.com
Subject: Form 3

Date: Wed, 11 Apr 2007 20:56:37 -0500

Thread-Topic: Form 3

Thread-Index: Acd8pc3RGIEH//NKTGIsi9jR45Iww==
From: "Kelly, Scott" <S-Kelly@tamu.edu>

To: "Edward Hammond" <hammond@sunshine-project.org>
Cc: "Callcott, Diane" <D-Callcott@tamu.edu>

Mr. Hammond,

After our telephone conversation this afternoon, | learned that a Form 3 was filed today. A copy is attached. |
am continuing to follow up as we discussed and | will get back to you Friday as we discussed. | was also made
aware of the two public information requests you submitted to Texas A&M University and the Health Science
Center today. My office has directed that any responsive information be gathered and provided to me. | will
work to expidite these requests.

Mr. Scott A. Kelly

Deputy General Counsel

The Texas A&M University System
Office of General Counsel

A&M System Bldg., Ste. 2079
200 Technology Way

College Station, Texas 77845
(979) 458-6125

(979) 458-6150 - facsimile

Content-Type: application/octet-stream;
name="CDC Form 3.pdf"

Content-Description: CDC Form 3.pdf

Content-Disposition: attachment;
filename="CDC Form 3.pdf"

Printed for Edward Hammond <hammond @sunshine-project.org>
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INTRODUCTION

The U.S. Departments of Health antl Human Setvices {HHS) and Agricuiture (USDA) published final rules (7 CFR 331, 9 CFR
121, and 42 CFR 73), which implement the provisions of the Public Health Security and Bioterrorism Preparadness and
Response Act of 2002 (Public Law 107-188) setting forth the requirements for possession, use, and transfer of select agents
2nd toxins. The select agents and toxins identified in the final rules have the ootential to pose a severe threat © public health
and safety, to animal and plant heafth, orte animat and plant products. Responsibility for providing guidance on this form was
designated 1o the Centers for Disease Control and Prevention (CDC) by the HHS Secretary and to the Animai and Plant Health
inspection Service (APHIS}) by the USDA Secretary. In order to minimize the reperting burden to the public, APHIS and CDC
have developed a common reporting form for this data cotlection.

An endity is required by regulation (7 CFR 334.19, 9 CFR 121.18, and 42 CFR 73,18) fo notify APHIS {telephone: 301-734-5960,
facsimile: 301-734-3652, e-mail gqriwﬁurai.Seiect.Agsm.E_n;gram@ag}]is.asdg.gov) or CDC (felephone: 404-718-2000,
facsimile; 404-718-2096, or e-mail; irsat@cde.gov) immediately upon discovery of a theft {unautherized removal of select agent
or toxiny, toss (failure to account fot select agent or toxin), or retease {ocoupational exposure of ratease of an agent or toxin
outside of the primary barriers of the biocontainment area) of a select agent and toxin. in addition, clinical or diagnostic
inboratories and other entiies that possess, use or transfer a select agent or toxin contained in a specimen presented for
diagnosis, verification, or proficiency testing must immediately report upen discovery of a theft, loss, of release of select agent or
toxin. Afler the initial reporting, this form (APHIS/CDC Form 3) must be sent 1o APHIS or CDC within 7 calendar days after the
discovery of theft, loss, or release of select agenis or toxins,

For theft of loss of select agents or toxins, the entity must notify the appropriate ocal, state, or federal law enforcerment
agencies. For release of select agents or 1oxins, the entity shouid notify the appropriate locatl, state, and federal health
agencies.

PURPOSE

This form is to be used by the RO or faciity director to report the theft, ioss, or release of salact agents or Ioxins. A copy of the
completed form and attachments must be maintained by the entity for three years.

INSTRUCTIONS

1. Immediately notify APHIS or CDC via telephone, fax, of e-mail and appropriate local, state, or federal law anforcement
agencies (theft or foss) or appropriate focal, state, and fedaral heatth agencies {releasa).

2. The RO or facility directer must complete, sign and date this form. For registered entities, the information provided for this
form should match the information submitted for the eniity’s certificate of registration.
A, For reporting of a theft or foss, complete sections 1and 2. Thefts or losses must be reported even if the select agent or
toxin is subsequently recovered or the responsibie parties are identified. For reporting a theft or loss that occurred during
transfer, complete secfions 1, 2, and 3 and include a copy of the approved APHIS/CDC Form 2, “Request to Transfer
Select Agents and Texins.”
B. For reporting a release, complete sections 1, 2. and 4. For reporting a release that occurred during transfer, complete
ail sections and include a copy of the approved APHIS/CDC Form 2, “Request to Transfer Select Agents and Toxing.”

3. The RO or facility cirector faxes or mails the form to APHIS or CDC within 7 calendar days of the theft, loss, or relgase.

OBTAINING EXTRA COPIES OF THIS FORM

Additional copies of this form are available on APHIS website {ht!g:!fvmw.aghis.usda.gowgrogramsiag selectagent/index.him)
ar CDC website (hito:/fwww, cde.qoviod/sap) or by contacting APHIS at (301) 734-5060 or CDC at (404) 718-2000.

APRISILOC FORM 3 (1213112008}
(GO Adabe Acrabat 5.5 Blechonic Version, 12005)
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Read all instructions carefully before completing the repori. Answer alt items completety and iype or print in ink. The report must
be signed and submitfed to either APHIS or CDC:

Animal and Plant Health Inspection Service Genters for Disease Control and Prevention
Agricultural Select Agent Program Division of Select Agents and Toxins

4709 Rivar Road Unit 2, Malistop 22, Cubicle 1A07 1600 Clifton Road NE, Mailstop A-46
Riverdale, MD 20737 Atianta, GA 30333

FAX: 301-734-3652 FAX: 404-718-2006

O BL AL ENTTIES
1, Entity nama: 2. Endity registration number (i applicable)
Texas ASM University APHISH COCH# 200806050489
3. Enfity address (NOT a post office addressy. 4, City: 5. State: | 6. Zip Code:
1500 Research Parkway, Suite B150 TAMU 1186 College Sistion T X 778431186
7. Responsibie Official (RO} or facility director 8. Telephone; 2 FAX 16, E-mait:
First: Richard M Last: Ewing 878 847-0382 a79 B62-3176 araines@vprmail tamu.ed
11, RO or facility director address (NOT a post offics address): 12. City: 13, State: 14. Zip Code:
1500 Research Parkway, Suite B150 Coflege Station TX 77643-1186
. Type of incident; 16, immedialg polication provided for | 17, Date of immediale notification: | 18, Type of immediate poffication:
Thett ["Loss [7] Release ([ 1APHIS cRC 04/10/2007 E-mail Fax_| {Telephone
An int‘er@ review of laboratory procedures and policies has been initisted fo prevent recusrences of ioss of seleet agents and toxins at this endity:
No Yes (i yas, please provide additional detalls in an attachment.} (See explanation in Section 2)

27. Date and time of incident; | 28, Date of last inventory: 29. Name of principat nvestigator for laboratory with select agents and toxins
Q210912006 031242007 First. Thomas M Last Ficht
30. Location of incident {buiiding and roomt &), | 31, Location of incident {wilhin room (e.9., freezer, incubatory): 32. Biosafely level of laboratory where
- aerosol chamber incident occurred: BSL3

%3. Name and {elephone number of agencies of Jocal authorities | 34. Symbais or markings on vials {f any): 35 gm Was ered (theftloss):

notified: Health Dept. 512 458-7318 Ng Yes
I@. Provide & summary fons taken:

Called ambulance Called fire depariment [j Closed taboratory deors D; Ciosed building D Consuited MSDS or chemical database
Called police department {case #) Other (explain); see below
37. Provide a detailed summary of events (attach additional shests  necessary}.

Several months ago, one of our laboratory employees had an elevated titer {1:160) for Brucelia. The lab report stated the following . ."avidence
of prior exposure” but ™ it does not confirm that the exposure was recent’. While the exact cause is not known, the axposure could have
accurred on 219/06, and would have been the result of improper decontamination procedures.  Specifically, the ampioyee may have climbed
into an aerose! chamber after a run. The chamber was iocated within the BL3 lab, The laboratory’s Bic-safety plan has since been updated
and all iab personnel have been refrained, All other lab personnel have also been tested and found to be negative. The ncldent ocowred
during the time we were transitioning COC compliance responsibilities within our organizational struciure. This information should have baen
immadiately reported to the CDC but was not. We now have a process in place 1o insure immediate notification of a ioss, theft of release and
we ate auditing alt records to ensure all incidents have bean properly reported.

APHISICRG FORM 3 (1203472008
{000 Atobe Aumiset 5.0 Elsctronic Version, 172005}
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18 APHIS authorization number from iransfer form: 36, CNC authorzation number frors transfer form:

48, Name of carrier. 41, Arway ol nusnbes/bil of lading number/iracking numbes:

42. Package description: (size, shape, description of nackaging including number and type of inner packages, attach addifionat shests if necgssary).

SENDER INFORMATION RECIPIENT INFORMATION

43, Name of parson: a, First ME  Last b First Mi lest
44, Name of enfity: a b
45, APRISICDG registration 8. APHIS: b. CDC: ¢ APHIS: d. COC:
aumber.
46, PHS/USDA import permit & PHS: b. USCA ¢. PHS: 4. USDA:
number;
47, Date shipped: a b,
48, Telephone: a b,
49 FAX: a b,
50, Package with select agents and toxing received by requaston 51, Package with select agents and toxing appeers o have been opened.

No Yes Fino [ ves (if ves, explain)

52 Sender was contacted regarding incident QND QY&S 53, Carrierfcourier was contacted regarding incident: E Mo QY&S

54, Hazards posed by release: fZ] No

BT ORI
m Yes (If Yes, explain. Use an attachment if necessary

55, Exposures: E Ko Ves (If Yes, provide nember of persons, animals, and plants exposed. Attach additional sheets i necessary.)

1 employea showed evidence of prior exposure.

56. Area was decontaminated: [ANo [ Yes (If Yes, expiain. Use an attachment if necessary.}

Fha charmber s row Tushed with a disinfectant rather than sing manual cleaning methods. Tn agdition, personnsl are now using positive air
displacement respirators instead of the NB5 face mask.

57. Medicat reatment was provided: G No - §71 Yes (i Yes, explain. Use an attachmend if necessary.}

The empioyes had previously been treated by a private physician and is currantly being monitored,

APHISICDC FORM 3 (1203172008)
{COC Adobe Agrohat 5.0 Electronic Version, H2006)
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