Guidance: Specimen Collection
Policy:  The study staff involved in biological specimen collection or handling should handle all specimens using universal precautions.  
Key Terms

Biological Safety Committee: (BSC) multidisciplinary committee responsible for oversight of matters related to infectious diseases and the use of biological agents in research, clinical and education activities at UT Houston.
BSC protocol number: is a number assigned to each protocol submission.  This number is used as identification for each approved study.
Hazardous Body Fluids: Hazardous body fluids include blood, bloody fluids, and other body fluids which are known or assumed to be associated with the transmission of bloodborne pathogens.
IATA: The International Air Transport Association
Institutional Biosafety Committee (IBC): committee responsible for the review of research activities involving rDNA. 

OSHA: Occupational Health and Safety Administration
Subject Identifier: a unique study specific number or code attributed to a specific study participant on a specific study designated by the PI/sponsor and usually devoid of HIPAA identifiers.
Responsibility: The Principal Investigator should designate study staff members that will be responsible for specimen collection, handling and shipping. The study staff should be trained in all applicable areas of specimen collection, handling and shipping for the particular study. The detailed safety and shipping requirements are described in a protocol and/or specific laboratory manual provided by the Sponsor/designated central laboratory. Before the start of the study, the study staff should ensure the all necessary equipment is in place for specimen collection and handling.  Equipment such as centrifuges and biological safety cabinets (BSC), should be regularly evaluated and kept on a regular maintenance schedule.  BSCs have to be certified by an outside contractor on a yearly basis.  A list of BSC certification companies can be found at the end of this document.
Collection: The Study Responsibility Log should state who is responsible for collecting biological specimens. This function is usually the responsibility of the study staff. The study staff should observe appropriate precautions based upon OSHA guidelines, infection control manual, and/or the institutional procedure manual for the handling of bodily fluids.  Study staff should maintain current training and certification in blood borne pathogens with a copy of certification on file. 
The study staff should note the date and time of the collection as well as any relevant information pertaining to the subject’s status at the time of the procedure in the subject’s medical record and/or on the case report form.

The study staff should label the test tubes or other containers with subject identifiers, date, time, and any other information required. 

Training:  All study teams handling biological specimens will need to attend Basic Laboratory and Clinical Safety (BLCS)Training (inclusive of blood borne pathogens training) http://www.uth.tmc.edu/safety/chemsafety/hazcom/train.htm   Blood borne pathogens (BBP) training must be taken annually in accordance with OSHA 29 CFR 1910.1030. The schedule for BLCS training is online http://www.uth.tmc.edu/safety/training.html.  BBP training can be taken online at http://www.uth.tmc.edu/safety/biosafety/biotrain.htm  Individuals shipping patient specimens will need to attend infectious substance shipping (ISS) training.  The schedule for ISS training can be found here:  http://www.uth.tmc.edu/safety/biosafety/shipping.htm
Biological Safety Protocol Submission:  If the study will involve the collection/handling of any human sample, a biological safety protocol approval will be needed.   Protocols can be submitted online at:  https://ehs.uth.tmc.edu  Be sure to click “submit for approval” once the protocol form is complete.  After submission, the biological safety group will work with the PI on the protocol and obtain approval.  If a PI already has approval for human samples and is starting another study, the PI can amend their previous approval with a summary of the new study and the new study’s title.  Contact the biological safety office for any questions at 713-500-4193.
Processing – If the specimen needs to be processed, the study staff should follow the instructions in the protocol or laboratory manual: 

· Set the right conditions for processing the sample.  For example, centrifuge speed, duration, and temperature requirements. 

· Spin, separate and transfer the specimen to the appropriate transport tube(s), as required. 

· Label the study-specific test tubes or other containers with subject identifiers, date, time, and any other information required to prepare for storage or shipment.

· Complete the laboratory requisition slip. Include one copy with the specimens when shipped. 

· Retain one copy and file with the other study-related subject records.
· Any UT laboratory where a sample is processed should have an active Biological Safety Program protocol approval.  Copies of the approval should be kept on file. If an additional copy is needed, contact Biological Safety at 713-500-4193.
Analysis – If the samples are being sent to the local laboratory for safety tests, a copy of the reference ranges for the related tests should be obtained and available for reporting and placed in the regulatory binder.  Credentials and lab certification of the laboratory director should also be obtained and placed in the regulatory binder.
Storage – If the specimen needs to be stored, the study staff should store the specimen according to the protocol or laboratory manual specifications: 

· Store the specimen according to the temperature requirements. 
· Maintain a log of equipment temperatures or other required conditions (Temperatures or conditions should be measured daily at the same time or continuously via electronic means)
· Ensure that the freezers or refrigerators have adequate temperature controls. 
· Ensure quality assurance of equipment which includes records of regular maintenance and quality evaluations. 
· Place the sample in clearly identified location in the freezer or refrigerator (i.e. numbered box or container)

· Log the sample/s into a database with location of sample for easy retrieval.   

Shipping – If the specimen needs to be shipped according to the protocol, the study staff should:

· Have a current ISS shipping training and a certificate on file in the department.

· Prepare and package the specimens according to the shipping instructions specified in the protocol and/or central laboratory procedure manual.
· Complete the specimen shipping log 

· Retain a copy of the shipping receipt and file with the other study-related subject records.
· If you need assistance, contact Biological Safety at 713-500-4193
Special Considerations - When laboratory tests are conducted in a central laboratory, the PI should check with the sponsor as to whether the results will be should be sent directly to the site. In any case, the PI should ensure that all the necessary laboratory tests used to determine subject safety  during the trial are conducted in the local laboratory or that there is a mechanism for prompt reporting of such tests. 

Applicable Regulations and Guidelines
· OSHA Bloodborne Pathogens Standard (29 CFR 1910.1030) http://osha.gov/pls/oshaweb/owadisp.show_document?p_table=STANDARDS&p_id=10051
· Texas Hazard Communication Standard TH&S Code 502.009 http://www.statutes.legis.state.tx.us/Docs/HS/htm/HS.502.htm
· University of Texas Health Science Center Biosafety Manual
http://www.uth.tmc.edu/safety/biosafety/Institutional%20Biosafety%20manual.pdf

Applicable Institutional Policies and Guidelines
· Biological Safety Committee http://www.uth.tmc.edu/safety/biological_safety.html
· UTHealth BBP Training:  http://www.uth.tmc.edu/safety/biosafety/biotrain.htm
· UTHealth ISS Training:  http://www.uth.tmc.edu/safety/biosafety/shipping.htm
· Basic Laboratory and Clinical Safety Training:  http://www.uth.tmc.edu/safety/chemsafety/hazcom/train.htm
Attachments
· Study Responsibility Log
· Sample Disposition Log
· Biosafety Cabinet Certifying Companies 
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Biosafety Cabinet Certifying Companies in the Houston Area

Note:  UT System bulk pricing contract through Precision Air Technology

no longer available as of 8/31/2008.  We apologize for any inconvenience.

	Contract Company
	Contact Information

	Precision Air Technology

2318 Parkdale Drive

Kingwood, TX 77339


	713-875-3288

	Superior Laboratory Services, Inc.
1710 Preston, Suite A
Pasadena, TX 77503


	1-888-561-2932


         713-477-9247 (Local)     http://www.slsi.net/


	MSI 

9103 Emmott, Building 7, Suite A

Houston, TX  77040


	713-849-9445

713-849-1377 (Fax)                http://www.msilabs.com/index.htm


	Allometrics, Inc.



2500 Bayport Blvd.

Seabrook, TX 77586


	1-800-528-2246   http://www.allometrics.com/


	ENV Services, Inc.



4758 ResearchDrive
San Antonio, TX 78240


	1-800-345-6094

210-690-3646 (Fax)

http://www.envservices.com/


	Air Scan Tech

P.O. Box 1539

Springtown, TX  76082


	1-800-800-5108

http://www.airscantech.com



