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1 Specimen Shipping

1.1 Schedule for Specimens

1.1.1 Materials for Shipping Specimens to the SeraCare Repository 

1.1.1.1 The SeraCare Repository and the DCC provide almost all packing and collection materials to the sites for shipping specimens to the SeraCare Repository:

1.1.1.1.1 Items provided by the SeraCare Repository/DCC include: Pre-labeled shipping boxes, biohazard bags, white biohazard envelop, absorbent, three 2” specimen boxes, Fed-Ex airway bill, six 15 ml Nalgene cryovials, two 1.8 ml cryovials, Emergency Response Procedure and packing instructions.  

1.1.1.1.2 Each individual site will provide: one 5ml Red Top Vacutainer and one 5ml Purple Top Vacutainer.
1.1.1.2  Standard supplies provided by SeraCare/DCC are replaced upon request.

Allow two weeks for delivery of supplies. If additional items are needed please contact the repository via email at NHLBI@seracare.com and the DCC at Jeanne07@uab.edu.  Supplies are provided by filling out an INTERMACSTM Blood and Tissue Acquisition Order Form and submitting to SeraCare and the DCC. The order form is located on the INTERMACS website at www.intermacs.org . Then proceed to the Blood and Tissue section for the order form. 
1.1.1.3  The kits that are provided will have a label set that can be used for either one implant or one explant procedure.  So each kit can be used for either procedure, but only one.  Stickers are placed on each kit notifying the user of this usage so that the remaining labels are not used for any future procedures.
1.1.2 Regulations Governing Transport of Biological Materials

The transportation of hazardous materials, including Biological Substance, category B (previously known as “diagnostic specimens” and “clinical specimens”) is subject to regulation by international, national and local entities. Commercial carriers (airlines) and couriers (e.g., FedEx, DHL, others) can also impose conditions on their acceptance of packages for transport. Within the United States hazardous materials transportation is regulated by Title 49 of the Code of Federal Regulations (49-CFR). For the global shipping community, the International Air Transport Association (IATA) publishes the IATA Dangerous Goods Regulations (DGR) manual. This manual is updated annually to provide instructions for compliance with UN Recommendations, with the changes becoming effective each January 1. A copy of the IATA DGR can be ordered through http://www.iata.org/cargo/dg/index.htm.

1.2.1 Shipper’s Liability

The “Shipper” is defined as the person/institution who prepares and/or offers the shipment for carriage. The Shipper is required to correctly identify, classify, pack, mark, label and document the shipment.

The Shipper is liable for any errors or shipment misclassifications. A Shipper’s failure, for example, to comply with the international regulations (IATA), the U.S. Federal regulations (49-CFR), or other regulations as may apply, can result in severe penalties. When Dangerous Goods shipments do not adhere to all DG regulations, the Shipper is subject to financial penalties and may be subject to incarceration.

It is incumbent on each institution’s responsible official (e.g., the Principal Investigator or Project Director) to ensure (a) its employees who package specimens for transport have been properly trained and certified in that job function, and (b) training records for its employees are maintained, current, and available for inspection upon request. Certification for shipping must be issued by the employer, who is responsible for providing complete training, which encompasses the general familiarization training, function specific training, security and safety training (for details, see bulleted list below). The employer’s signature on the training documents acknowledges his/her responsibility for that employee. If the employee has not received training, or does not have a currently valid certificate of training, the employee should not be asked to function as a Shipper.

1.2.2 Training Requirements

All persons who package specimens for transport must undergo training every two years to be in compliance with IATA requirements, or at another interval as required by the appropriate local authorities. The IATA web site www.iata.org provides information on training requirements as well as purchase information for the DGR manual. Training is offered by several commercial firms and by some government agencies. 

General familiarization training: aimed at providing familiarity with the following general provisions:

· General philosophy

· Limitations

· General requirements for shippers

· Classification

· List of Dangerous Goods

· General packing requirements

· Packing instructions

· Labeling and marking

· Shipper’s Declaration and other relevant documentation

· Provisions for passengers and crew

· Emergency procedures

· Security Awareness

Function-specific training: aimed at familiarization with job responsibilities related to the shipping of Dangerous Goods, e.g., packing materials and documentation systems to be used for preparation of the shipment

Safety training: knowing the hazards and emergency response procedures for substances being transported, e.g., cleaning up a biological spill. As another example, dry ice and liquid nitrogen release vapors that can produce pressure buildup; as a result, dry ice and liquid 
nitrogen should NEVER be put in an airtight container. A buildup of these gases within an airtight environment will cause an explosion.

Security Awareness: Transportation of hazardous material is essential for the national economy.  However, in the wrong hands, certain hazmat has the potential to be used as deadly weapons.  The threat of terrorism is now very real in this country.  As a consequence, hazmat employers who ship certain Dangerous Goods are obliged to train employees concerning Security Awareness. (Refer to CFR49 172.704)
1.3 Biological Substance, category B

· Biological Substance, category B is defined as an infectious substance which does not meet the criteria for inclusion in Category A.  Infectious substances in Category B must be assigned to UN3373 and the proper shipping name is either Diagnostic Specimens, Clinical Specimens or Biological substance category B.   NOTE: As of Jan 1, 2007 the use of the shipping names Diagnostic Specimens and Clinical specimens will no longer be permitted. These specimens must be packaged according to packing instruction 650  (pg. 458-459, IATA Manual, 47th edition, 2006).
· Leak-proof primary receptacle(s)

· Leak-proof secondary packaging; and

· An outer packaging  of adequate strength for its capacity, mass and intended use, and with at least one surface having minimum dimensions of 100 mm X 100 mm;

· (b) For liquids, absorbent material in sufficient quantity to absorb the entire contents must be placed between the primary receptacle(s) and the secondary packaging so that, during transport, any release of leak of a liquid substance will not reach the outer packaging and will not compromise the integrity of the cushioning material;

· (c) When multiple fragile primary receptacles are placed in a single secondary packaging, they must be either individually wrapped or separated to prevent contact between them.  
1.4 Shipping Manifest

It is very important to send the INTERMACSTM Shipping Manifest for Blood and Tissue Specimens with each specimen shipment.  Also send an electronic version of the completed manifest to NHLBI@seracare.com (SeraCare) and Jeanne07@uab.edu (Jeanne Ann Fowler, DCC) and remember to keep a copy of the manifest for your records.  The electronic INTERMACSTM Shipping Manifest for Blood and Tissue Specimens is accessible from the INTERMACS website at www.intermacs.org.  Then proceed to the Blood and Tissue section for the manifest. 
Figure 1‑1:
Sample Shipping Manifest 

	INTERMACSTM Shipping Manifest for Blood and Tissue Specimens

	
	
	
	
	
	
	

	* E-mail a copy of the manifest to SeraCare at NHLBI@seracare.com and to the INTERMACSTM Data Coordinating Center 
  at Jeanne07@uab.edu 

	* Keep a copy of the manifest for your records

	* Send a copy of the manifest with each specimen shipment 

	
	
	
	
	
	
	

	Site: Enter your site name here

	
	Shipping Date: Enter date you ship specimens to SeraCare here

	Sample ID #
	Sequence
	Draw Date and Time
	Material
 Type
	Process
	Site/Center
	Date 
Shipped

	 
	001
	 
	Apical Core
	Snap Frozen Implant
	 
	 

	 
	002
	 
	Left Ventricle
	Snap Frozen Implant
	 
	 

	 
	003
	 
	Right Ventricle
	Snap Frozen Implant
	 
	 

	 
	004
	 
	Apical Core
	Formalin Implant
	 
	 

	 
	005
	 
	Left Ventricle
	Formalin Implant
	 
	 

	 
	006
	 
	Right Ventricle
	Formalin Implant
	 
	 

	 
	007
	 
	Buffy Coat
	Buffy Coat Implant
	 
	 

	 
	008
	 
	Serum
	Serum Implant
	 
	 

	 
	009
	 
	Septum
	Snap Frozen Implant
	 
	 

	 
	010
	 
	Left Ventricle
	Snap Frozen Implant
	 
	 

	 
	011
	 
	Right Ventricle
	Snap Frozen Implant
	 
	 

	 
	012
	 
	Septum
	Formalin Implant
	 
	 

	 
	013
	 
	Left Ventricle
	Formalin Implant
	 
	 

	 
	014
	 
	Right Ventricle
	Formalin Implant
	 
	 

	 
	015
	 
	Buffy Coat
	Buffy Coat Implant
	 
	 

	 
	016
	 
	Serum
	Serum Implant
	 
	 


1.5 Packing Specimens for Transport

1.5.1 Packaging Materials

The SeraCare Repository provide all materials (e.g., shipping boxes, shipping labels, etc) needed for shipping specimens to the Repository.  All materials will be sent upon receipt of a request. Please see the form labeled ‘INTERMACSTM Blood and Tissue Acquisition Order Form’ located from the INTERMACSTM website at www.intermacs.org.  Then proceed to the Blood and Tissue section. 
Please allow two weeks for delivery of supplies requested from the repository.  *Each site will provide their own vacutainers (see 1.1.1 Materials for Shipping Specimens to the SeraCare Repository).
       1.5.2 Cryovials Transported on Dry Ice:
The STP-310 Certified Packaging System is validated to maintain a temperature at or below –45oC for at least 50 hours, when packed with 8kg of dry ice.

a. [image: image1.jpg]


Place Dry Ice around the inner brown cardboard box to pre-cool the shipping container. 

b. [image: image2.jpg]


Place a rubber band around the freezer box and insert into the biohazard bag with a piece of absorbent. Remove excess air and the adhesive backing and then seal the bag. 

c. [image: image3.jpg]\ oS




Place the biohazard bag into the white envelope, remove excess air and the adhesive backing and then seal the envelope. 

d. [image: image4.jpg]


Place up to 3 bags with two-inch freezer boxes into the inner brown cardboard box and seal the box. 

d. Add additional dry ice until a total of ~ 16 pounds (8kg) of dry ice has been added.

e. Place the Styrofoam lid on the container. [image: image5.jpg]



f. [image: image6.jpg]EMPTY PACKAGING




Remove the “empty” cardboard flap from the front of the STP-310 to expose the shipping labels. Place this flap on top of the Styrofoam lid, place paper manifest on top of the flap and then seal the outer cardboard flaps of the STP-310 with packaging tape. 

g. Mark, Label, and Document the package as required


1.5.3  Cryovials Transported at RoomTemperature (Formalin samples):

Repository Contact Information:
SeraCare (NHLBI) Repository

ATTN: Linda Brunson
SeraCare BioServices

217 Perry Parkway

Gaithersburg, MD 20877

Phone: 240-306-4100
Fax: 301-208-8829

Email:  NHLBI@seracare.com
Schedule:  Shipments may be made Monday through Wednesday Only

Using the Saf-T-Pak STP 310

1. Remove Empty Packaging Flap from front of box.  A cardboard flap with the words "empty packaging" has been taped to the front of the box to cover the shipping labels when we ship the supplies to you.  This flap can easily be cut from the box and removed.  Once removed all shipping labels should be present.

a. Once Empty Packaging Flap is removed the box should contain the following labels.  If  any of the labels are missing please contact us for replacements

i. To Label (To Linda Brunson)

ii. From Label (From your site)

iii. 24 Hour Emergency Contact Label

iv. Responsible Person Label

v. UN3373 Diamond Diagnostic Specimens Label

2. Place samples in Freezer Box

3. Place Rubber band (at least ¼” thick) around Freezer Box.

4. Place White Absorbent Strip around box.

5. Place Box in Clear Biohazard bag and seal according to instructions on the bag.

6. Place bag in White Biohazard bag and seal according to the instructions on the bag.

7. Place bag in the inner brown box (the shipping container can hold 3-2” Freezer boxes or 2-3” Freezer Boxes) and tape the inner brown box shut.

8. Place the styrofoam lid onto the container (do not tape the Styrofoam lid), place the “empty” packaging flap on top of the styrofoam, and then seal the cardboard box.

9. Complete FedEx Airbill with your shipping address Section 2 - The Internal Billing Reference Section must have the following information “138, Diagnostic Specimens UN 3373”

a. Section 4a - Check the “FedEx Priority Overnight” box

b. Section 5 - Check the “other” box

c. Section 6 – Check the “ Yes – Shippers Declaration not required” box

d. Section 7 – Check “Third Party”  
e. Please fax a copy of the airbill, prior to shipment, to SeraCare BioServices at 301-208-8829 to the Attention of Linda Brunson. 
10. Send an e-mail to Chem-Tel, (our 24-hour contact), prior to shipment, at BBIBIOTECH@chemtelinc.com .  Please cc SeraCare BioServices on the Chem-Tel e-mail at NHLBI@seracare.com. Include the following information in your e-mail.

a. Subject Line of E-mail should read:  Project # 138, FedEx, “insert tracking number”, “insert date of shipment”:

b. Shipper’s Name:

c. Shipper’s Address:
d. Shipper’s Phone:

e. Shipment Date:

f. Courier: FedEx

g. Tracking Number (no spaces):

h. Package Weight and Unit of Measure (i.e. 20 kg):

i. Total Volume:    (approximate volume is allowed)

j. Sample Identifier/Number of vials (Approximate number for Frozen vials is allowed).

k. Dangerous Goods Classification: Diagnostic Specimens UN3373

l. Manifest Information (A paper copy must be included in the shipment).  Remember to email your electronic manifest to NHLBI@seracare.com and Jeanne07@uab.edu (Jeanne Ann Fowler, DCC).
m. Recipient: Linda Brunson
n. Recipient Address:  217 Perry Parkway Gaithersburg, MD 20877

o. Recipient Phone: 240-306-4100
Faxes may only be sent to Chem-Tel in an emergency situation when the e-mail system is not functioning at (813) 248-0582.

If you should have any questions regarding these instructions please contact SeraCare BioServices using the contact information above.

1.6 Documentation for Transport of Biological Materials

Full and accurate completion of all associated documentation is essential for the safe transportation of the MCSD specimens. Remember that these are legal and binding documents signed by the Shipper that creates a contract between the Shipper and the carrier. The documents must be accurately, legibly and neatly completed. Where possible and required, text added to documentation should be typewritten rather than hand entered. 

1.6.1 Paperwork Required for Biological Substance, Category B
1. Emergency Response Procedures 

2. Air waybill  

3. Manifest listing contents of the shipment

1.6.1.2  Emergency response procedures

                           Mitigation procedures:
· Isolate spill or leak area immediately in all directions.

· Keep unauthorized personnel away.

· Obtain identity of substance involved if possible and report the spill to the appropriate authorities.

· Do not touch or walk through spilled material.

· Do not touch damaged containers or spilled material unless wearing appropriate protective clothing.

· Be particularly careful to avoid contact with broken glass or sharp objects that may cause cuts or abrasions that could significantly increase the risk of exposure.

· Damaged packages containing solid CO2 as a refrigerant may produce water or frost from condensation of air. Do not touch this liquid as it could be contaminated by the contents of the parcel.

· Liquid nitrogen may be present and can cause severe burns.

· Absorb spilled materials with earth, sand or other non-combustible material while avoiding direct contact.

· Cover damaged package or spilled material with damp towel or rag and keep wet with liquid bleach or other disinfectant. Liquid bleach will generally effectively inactivate the released substance.

DO NOT CLEAN-UP OR DISPOSE OF, EXCEPT UNDER SUPERVISION OF A SPECIALIST.

First Aid:

· Move exposed person(s) to a safe isolated area.

· CAUTION: Exposed person(s) may be a source of contamination.

· Call emergency medical services.

· Remove and isolate contaminated clothing and shoes.

· In case of contact with substance, immediately flush skin or eyes with running water for at least 20 minutes.

· Effects of exposure (inhalation, ingestion or skin contact) to substance may be delayed.

· For further assistance, contact the appropriate public health authority.

· Ensure that medical personnel are aware of the substances involved, and take precautions to protect themselves
Shipment Notification
The SeraCare Repository, Chemtel (the 24 hour emergency contact) must be notified of all shipping details.  The following information is required to be emailed to NHLBI@seracare.com and BBIBIOTECH@chemtelinc.com; for proper notification:  

· Shipper Name:
· Shipper Phone:
· Courier: 
· Air waybill Number:
· Sample ID’s:
· Messages: (i.e., problematic conditions)
· Recipient: MCSD Repository at SERACARE BioServices
· Recipient Address: 217 Perry Parkway, Gaithersburg, MD 20877
· Recipient Phone: 240-306-4100
· Dangerous Goods: UN 3373 Biological Substance, Category B

· Shipment Temperature: Dry Ice, UN1845 ___kg (insert weight of dry ice)

Please note that all specimens are shipped on DRY ICE except the formalin, which is sent ROOM TEMPERATURE.  
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