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These instructions are intended for use by GSK, Collaborative Research Trial (CRT) sites, and contract 
personnel who prepare shipments of clinical study drug returns for shipment to GSK-RTP.  
 
GSK Employees:   Please note that you must comply with SOP-WWD-7200, Return of Unused Clinical Trial 
Supplies (or successor). 
 
Contractors:   Please note that this is required procedural training. Responsibility for Hazardous Materials 
training lies with your employer. 
 
Many materials have the potential to react violently, cause injury or damage property or the environment. To promote 
safety, the US Department of Transportation (DOT) regulates these “hazardous materials ” (also known as 
“Dangerous Goods”) while in transport.  While the term "hazardous material" often conjures images of chemical tanks 
or drums, even commonplace items such as prescription or over-the-counter drugs, personal hygiene items, and 
batteries may be regulated as hazardous materials.  
 
DOT divides hazardous materials into nine basic Hazard Classes  that identify the danger presented by a 
material.  The nine Hazard Classes are: 
 

 

Class 1 - Explosives :  Rapid release of heat and gas. 

 

Class 2 - Gases :  In gaseous phase at room temperature and under 
pressure. Includes aerosol inhalers like Ventolin. 
 
�  Flammable Gas:  Division 2.1 
 
�  Non-flammable, Non-toxic Gas:  Division 2.2 
 
�  Toxic Gas:  Division 2.3 

 

Class 3 - Flammable Liquid :  Material with a flash point at or below 
60ºC (140ºF). Includes GSK products like Argatroban. 

 

Class 4 - Reactives : Can ignite, combust, react or give off 
dangerous gases.  
 
�  Flammable Solid:  Division 4.1  
 
�  Spontaneous Combustible:  Division 4.2 
 
�  Dangerous When Wet:  Division 4.3   
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Class 5 - Oxidizers & Organic Peroxides : Yields oxygen, very 
reactive, temperature sensitive. 
�  Oxidizer:  Division 5.1  
 
�  Organic Peroxides:  Division 5.2 
 

 

Class 6 - Toxic & Infectious:  Poisons people or infects animals, 
insects or people. Includes GSK products like Hycamtin. 
�  Toxic Materials:  Division 6.1 
 
�  Infectious Substances:  Division 6.2 
 

 

Class 7 - Radioactive Materials  

 

Class 8 - Corrosive Materials:   Destroys skin and tissue or 
corrodes metal. 

 

Class 9 - Miscellaneous: Stenching agents, irritants, lachrymators, 
environmentally hazardous substances. Includes the GSK product 
Fortaz. 

 
 

Packing Groups 
 
Often a Packing Group  is used to indicate the degree of danger a material presents: 
 
Packing Group I  represents the greatest danger 
 

Packing Group II  represents moderate danger  
 

Packing Group III  indicates the least dangerous materials.   
 
However, any regulated material can harm you under the wrong circumstances. If a material is included in one 
of the above Hazard Classes, when transported it generally must have proper: 
 

·  Identification  - by using an official DOT Proper Shipping Name. 
 

·  Packaging  - common fiberboard boxes are not  usually adequate. 
 

·  Communication of Hazard  - with information such as proper marking, labeling, shipping papers, placarding 
and emergency response information. 

 

·  Loading and Securement  - using safe chemical segregation procedures. 
 



����������	
���
���

���
���
�
��	����� � ������������ �

 

 
Questions? Contact GSK EH&S at 919.483.6870  Page 3 of 16 

 

  

 

Example Shipping Paper Entry  

 
                                  Note:  Preferred now, required for air transport 

 
UN1090,  ACETONE,  3,  II 

 
 

UN number, Proper Shipping Name, Hazard Class, Pack ing Group 
 
 
 
 
 
 
 
 

Example Marked and Labeled Package  

 
 
 
 
 
 
 
 

ACETONE 
UN1090 

From: ABC 
     To: XYC 
 

 u 
 n 

 4G/Y10/S/USA/KWS123 

 

Proper 
Shipping 

Name 

Identification 
Number 

Hazard Label 

Packaging Specifications 

Orientation 
Arrows 
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Like many regulations, the Hazardous Materials Regulations include exceptions. These are usually available for 
materials of minor hazard or limited quantity and provide relief from some marking, labeling and shipping paper 
requirements. The instructions for Clinical Returns of hazardous materials are written using applicable 
exceptions which remove the requirements for display of an identification number, proper shipping name, and 
hazard warning label.  Instead, return of hazardous materials will display one of the labels below - ORM-D-AIR 
or 173.4.  Nonetheless, materials shipped under an exception are still hazardous materials.  All safety 
procedures should be followed. 

Exceptions used by GSK for Clinical Returns include: 

Consumer Commodity - Available for certain consumer products (such as drugs) moving between GSK sites, 
to/from clinical sites, to distribution sites or directly to the customer. This exception is also known as ORM-D 
("Other Regulated Material"). 

 

How to identify a Consumer Commodity Shipment: 

 

  

Small Samples (173.4)  - Available for certain hazardous materials in packaging that do not exceed 30 grams or 
milliliters per inner container. This exception removes most DOT requirements but has very strict packaging 
requirements.  

How to identify a 173.4 shipment:  

 

 

 

 

 

�������!�

There are many responsibilities when preparing a compliant hazardous material shipment.  It is important that 
each hazardous materials shipment be handled by trained professionals throughout the transport process.  The 
safety of employees and the public is paramount.  

Violations are taken very seriously and can result in a civil fine of up to $100,000, or criminal fines of up to 
$250,000 (individual) or $500,000 (corporate) and up to 10 years in prison. To ensure the competence of those 
handling hazardous materials, training is required within 90 days of employment and every three years 
thereafter. However, the GSK standard for Dangerous Goods - Clinical Returns training requires that its 
employees complete training every two years. 

To receive credit for training, complete and return the test provided with this document. You will need 
information from the entire document to complete the test. A score of 80% or higher is required for successful 
completion. Contact GSK Environmental Health and Safety at 919-483-6870 with any questions. 

CRTs/Contractors:   Please note that this is required procedural training; however, responsibility for hazardous 
materials training lies with your employer. 
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The following instructions are for GlaxoSmithKline and contract personnel who prepare clinical study drug 
returns for shipment to GSK, Research Triangle Park. These instructions will ensure compliance with FDA, 
DOT, and EPA regulations, as well as with GSK policies and procedures, and must be followed completely. 
 

      Consult the Material List.   The current version of the Material List can be accessed at: 
http://ussupplierdiversity.gsk.com. Locate each drug, including comparators and rescue meds, to be included 
with your return shipment.  For placebos, use the listing for actual drug. 

·  The list provides a Material Code and a Transport Label.  Note this information for all materials to be 
returned.  For example, a shipment of Hycamtin Capsules has a Material Code "T" and a Transport 
Label of "173.4".  Transport Labels of 173.4, ORM-D, and ORM-D-AIR are indicated for hazardous 
materials.  “ORM-D” must be shipped via Ground and “ORM-D-Air” must be shipped via Air.  The 
Material Codes are used for routing and handling at RTP.  Not all drugs have a Material Code. 

·  The preferred method of return is UPS 2nd Day Air Service except for “ORM-D” which must be sent by 
UPS Ground service. Air transport for “ORM-D” must be used only when ground service is not available. 

·  Vaccines removed from original packaging that may present a sharps hazard should be disposed of on 
site or as indicated by the study manager or designee. 

·  Certain live attenuated or shortage vaccines may be excepted from this procedure. These exceptions 
will be communicated by the study manager or designee. 

 
 

      Order Supplies.   Order shipping supplies (boxes, tamper evident bags, tape, plastic bags, 
and other materials) at least 5 business days in advance for delivery to the site. Supplies must not be delivered 
to your home or office unless all materials to be returned have an “NR” code. Use the form in Attachment 1 to 
order shipping supplies. 

You may need to order extra labels if any of your return materials have an "ORM-D”, “ORM-D-AIR" or "173.4" 
transport label indicated on the Material List.  You should not order both ORM-D/ORM-D-AIR labels and 173.4 
labels unless you are ordering for multiple sites and/or studies. 

Transport Label (from Material List) You Must Order (one label per box) 

At least one item has "ORM-D/ORM-D-AIR" in 
the Transport Label column. 

 

ORM-D or ORM-D-AIR labels 

At least one item has "173.4" in the Transport 
Label column and no items have "ORM-D/ORM-

D-AIR". 
 

173.4 labels 

All items have "NR" in the Transport Label 
column. 

 

Do not order Transport Labels 
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      Package the Material.   Minimum safe standards must be met. Use only GSK approved 
boxes.  Tamper Evident Bags may be used as an alternative to boxes if the shipment contains only items with 
"NR" in the Transport Label column of the Material List and does not contain any liquids, glass containers, or 
items with a Material Code.  See Attachment 2 for proper packaging of Clinical Returns. 

 

      Label the Package .  Label the package to comply with FDA, EPA, and DOT regulations.  
See Attachment 3 for proper package marking and labeling. 

 

     Attach the Carrier Tracking Sticker.   A carrier tracking sticker is normally required for 
delivery and billing.  For drugs with a transport label of “NR”, “173.4”, or “ORM-D”, a UPS tracking sticker will be 
provided.  For study sites that require AIR transport (e.g. Hawaii, Puerto Rico, Alaska), for “ORM-D-AIR” items, 
Clinical Monitors must use a Fed-Ex AIR waybill as well as a Shipper’s Declaration for Dangerous Goods.  See 
Attachment 4 for details on attaching the UPS tracking sticker and completing the Fed-Ex Air waybill. 

 

      Complete the Shipper's Declaration for Dangerous Go ods .  The Shipper’s 
Declaration is only for materials that have an "ORM-D-AIR" Transport Label.  See Attachment 5 for an example 
of a Shipper’s Declaration. 

 

      Complete the Study Drug Return Form.   Complete the US Clinical Trial Supply Return 
Form (GSK sponsored) or CRT (non-GSK sponsored) Study Drug Return form (for CRTs this can be obtained 
from the GSK Clinical Scientist).  Keep a copy for the study file and enclose the original on the outside of the 
box within the paperwork pouch. These forms are not supplied under this manual.  NOTE:  CRTs sites must 
fax a copy of this form to the GSK Clinical Scienti st assigned to your CRT.  Final payment cannot be 
made until this form is submitted. 

 

      Carrier Pick Up Clinical Returns may only be picked up from the study site by the appropriate 
carrier. The preferred carrier is UPS. Do not take the package from the site. 

a. Site personnel keep the package secure until the next regularly scheduled carrier pick-up.  

b. If no regular pick-up is available the site should offer the package(s) to the authorized carrier during the 
next site delivery (if within 3 days).  

c. If there is no regularly scheduled pickup at the site and no expected deliveries with the next 3 days, the 
carrier should be called to arrange for a pick-up. For UPS call 1-800-PICK-UPS and inform UPS that a 
2nd Day Air Shipment is ready for pick-up.  If asked, provide the tracking number of the air package. 
Verify they have the right address for pick-up. UPS will provide an expected pick-up time. The site 
should keep the package secure until pick-up occurs.  

d. If the monitor has packages with both “ORM-D” and “173.4” or “NR” Transport Labels, then the ORM-D 
ground package will be picked up by the carrier along with the 2nd Day air package(s) at no additional 
charge using steps a through c. 
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e. If the site has only packages with  “ORM-D” Transport Labels to be picked up, steps a and b should be 
followed first.  If neither a nor b applies, call UPS at 1-800-PICK-UPS and inform the representative that 
you have a ground shipment and need to schedule a pickup.  If prompted, tell the representative that 
you would like to assess the pickup charge to GSK using the 6 digits immediately following the 1Z in the 
tracking number of one of the labels on the packages.  For example, if one of the tracking numbers is 
“1Z V13 543 03 4583 2332”, then the number you need to give them is “V13543”, which will indicate to 
the UPS representative the account to assess the charges to.  This number could be different 
depending on the particular study, so get the number directly from the actual package(s) that is to be 
picked up.  Verify the correct address for pick-up and the expected pick-up time, then ensure the 
packages are secured by the site until the pick-up occurs. 
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Attachment 1 ( reference from Step 2 ) 

CLINICAL RETURN SHIPPING SUPPLIES ORDER FORM  
 

Before ordering consult the Material List to determine the Material Code and Transport Label for 
each material to be returned.  

Supplies must be delivered directly to the site unless materials are “NR” transport codes only. 
FAX completed form to 919-483-6579  OR EMAIL to usclinicallab@gsk.com (phone 919-483-6589). 

Submit at least 5 business days before supplies are needed. 
 
Ship to Name:  
   and Address  
  
Investigator Name:  
Telephone:  Cost Center:  
  (CRTs-Investigator Name):  
Date Needed:  GSK Protocol #:  
 
INDICATE QUANTITY OF BOXES or BAGS NEEDED:  
 
 ___________                   

 
9x9x7 Box* 

 
________ 

 
15x15x8 Box* 

 
_________ 

 
15x15x15 Box* 

 
         I need ______ (qty) Tamper Evident Bags* (Option instead of boxes when all materials have 
an "NR" Transport Label AND are not liquids, in glass containers or have a Material Code.) 
Tamper Evident Bags MUST BE SENT DIRECTLY TO MONITORS, not sites. 
 
         I do not need boxes or bags, but please ship ______ (qty) Clinical Return labels, Address 
Labels, and paperwork pouches (you will need one each per package). 
 * Each box or bag will ship with one: Clinical Return Label, Address Label, Carrier Tracking 
Sticker and a Plastic Paperwork Pouch for your use.  
 
EXTRA TRANSPORT LABEL THAT MAY BE REQUIRED (ORM-D-A IR, ORM-D or 173.4)  - 
Indicate quantity (one label per box). Consult Material List to determine whether ORM-D-AIR, 
ORM-D or 173.4 labels are required.  
 
_________ ORM-D-AIR label (includes one Shipper's Declaration  for Dangerous Goods)** 
_________ ORM-D label 
_________ 173.4 label** 

 
** Packages with both "ORM-D-AIR" & "173.4" material require only the "ORM-D-AIR" label. 
ADDITIONAL SUPPLIES REQUESTED  

  
 Roll of Packing Tape 

  
 9x12 plastic bags (for containment of liquids and cytotoxic materials). 
  
 Roll of Tamper Evident Tape (sent directly to clinical monitor only) 
   
 Other   
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Attachment 2 ( reference from Step 3 ) 
 

PACKAGING OF CLINICAL RETURNS  
 
All packages (boxes and bags) must be able to withs tand normal transport without 
leakage. This means hard drops, heavy stacking, vib ration, extremes of heat and cold, etc. 
 

���	��"��#�!��!�  

·  Secure removeable lids with tape, parafilm or other means. 
Childproof or crimp-top caps, inhalers, or Diskus devices do not 
require tape. 

·  Seal liquids, aerosols and cytotoxic materials within a plastic 
bag or other leak-proof container. 

·  Unopened drugs in original packaging (boxed, shrink-wrapped, 
etc) can be shipped as is - additional sealing is not required. 

·  Pack liquid containers with enough absorbent (paper towels or 
vermiculite) to absorb entire liquid contents. This is mandatory. 

·  Protect glass containers (boxed, wrapped, bagged). 

·  Fill empty space on the bottom, sides and top of box with 
cushioning such as packing peanuts, vermiculite, shredded or 
crushed paper or absorbent pads. The completed package 
should not rattle or shift. 

 

 

 

 

$�
	��"��#�!��!��%��	
��  

·  Use only boxes provided by GSK or the original shipping 
containers (if in excellent condition). 

·  Apply GlaxoSmithKline tamper-evident tape to all edges that 
can be opened. 

·  Apply good quality packing tape on the bottom and top to 
completely seal the package. 

·  Gross weight cannot exceed 64 lb. (29 kg). 

 

 
$�
	��"��#�!��!����&�	�'����	�
�%�!
��  
·  Tamper-evident bags may be used only when all materials have 

an "NR" Transport Label AND the bag will not contain liquids, 
glass containers, or drugs with a Material Code. 

·  Cushion materials against movement and damage. Materials 
should not rattle and shift excessively. 

·  Seal bag by closing the attached folding flap. 
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Attachment 3 ( reference from Step 4 ) 
 

MARKING AND LABELING THE PACKAGE  
 
1. Each shipment MUST have a completed Clinical Trial Supply or CRT Drug Return Form 

placed in a plastic pouch on the outside of one of the packages (box or bag).  For multiple 
bags or boxes under one return form, insert a copy of the form (marked "copy" in the 
description area) in the paperwork pouch on each additional bag or box. 

2. Each box or tamper evident bag must have a UPS Ground Sticker or Fed-Ex Air waybill (see 
examples), Clinical Return Label and Address Label attached to it. 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 

 
TRANSPORT LABEL OF “ORM-D”  

Example of an ORM-D Box.  Used when one or more drugs indicate the ORM-D 
Transport Label on the Material list. 

 

UPS Ground 
Sticker. It 

includes return 
address. 

More than 
one Material 
Code may be 

marked 
depending 

on contents. 

Plastic pouch 
with Clinical 
Trial Supply 
Return Form. 

x 

CLINICAL RETURN LABEL  
 
MATERIAL CODE          TRANSPORT LABEL  

(select one Transport Label only) 
••••  A               ••••  ORM-D-AIR 

            (affix ORM-D-AIR label) 
••••  F    ••••  ORM-D 

            (affix ORM-D label) 
    ••••  173.4  
••••  T    (affix 173.4 label) 
 
••••  M    ••••  NR 
    (no label required) 
••••  W 
 
STUDY PROTOCOL  __________________________ 

Mark an 
"X" next 
to only 
ONE! 

Mark an 
"X" for all 
that apply 

to the 
materials 
in your 

shipment.  

Complete 

Material Code 
Abbreviations: 
 
A:  Aerosol 
F:  Flammable 
T:  Toxic 
M:  Miscellaneous 
W:  RCRA Waste  
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Attachment 3 ( continued )  
 

TRANSPORT LABEL OF “ORM-D-AIR”  

Example of an ORM-D-AIR Box.  Used when one or more drugs indicate the ORM-D-
AIR Transport Label on the Material list. 

 
 
 

TRANSPORT LABEL OF “173.4”  
 

Example of a 173.4 Box.  Used when one or more drugs indicate the 173.4 Transport 
Label on the Material list AND no drugs indicate the ORM-D-AIR Transport Label. 

 

 
 

 
 

UPS 2nd Day 
Air 

Sticker. It 
includes return 

address. 

More than 
one Material 
Code may be 

marked 
depending 

on contents. 

Plastic pouch 
with Clinical 
Trial Supply 
Return Form. 

This package conforms 
to 49CFR 173.4. 

x 

More than 
one Material 
Code may be 

marked 
depending 

on contents. 

Plastic pouch 
with Clinical 
Trial Supply 
Return Form, red 
bordered Shippers 
Declaration and 
FEDEX waybill. x 
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Attachment 3 ( continued )    
 

TRANSPORT LABEL OF “NR”  
 

Example of a Not Restricted (NR) Box.  Used only when all drugs indicate the "NR" 
Transport Label and have either no Material Code OR have Material Code of "A" and/or "W". 

 

 
 

TRANSPORT LABEL OF “NR” – TAMPER-EVIDENT BAG  
 

Example of a Not Restricted (NR) Bag.   Used only when all drugs indicate the "NR" 
Transport Label. Bag will not contain liquids, glass, or drugs with a Material Code. 

 
 
 

UPS 2nd Day 
Air 

Sticker. It 
includes return 

address. 

Only “A”, 
“W” or no 

codes will be 
marked. 

Drug returns 
with other 

codes are not 
allowed.  

Plastic pouch 
with Clinical 
Trial Supply 
Return Form. 

x 

 

 

Put an “X” 
next to 
“NR”.  

Put UPS 2nd Day 
Air Sticker on 

opposite side. It 
includes the 

return address. 
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Attachment 4 ( reference from Step 5 ) 
 

ATTACHING THE UPS STICKER  
 

UPS Ground or 2nd Day Air Stickers are provided with shipping supplies and are ordered using the 
Shipping Supplies Order Form provided on page 3 of this document.  Please use one UPS Sticker per 
box or bag.  Please note that the UPS GROUND Sticker  is to be used for drugs with the Transport 
Label of “ORM-D” but CANNOT be utilized for drugs with the Transport Label of “ORM-D-AIR”.  For 
drugs with the “ORM-D-AIR” Transport Label, the FED-EX AIR waybill is to be utilized.  Please note 
that the UPS 2nd DAY AIR waybill can be used for drugs with the Transport Label of “NR” or “173.4”.   

There is no UPS paperwork required when shipping vi a 2nd Day Air or Ground service .  Below is 
an example of the UPS Ground Sticker. 

 

UPS 2nd DAY AIR    UPS GROUND WAYBILL  
 Default for “NR” and “173.4” Codes             Default for “ORM-D” 

        

 

 

 

 



����������	
���
���

���
���
�
��	����� � ������������ �

 

 
Questions? Contact GSK EH&S at 919.483.6870  Page 14 of 16 

 Attachment 4 ( continued )  
 

ATTACHING FED-EX AIR WAYBILL FOR ORM-D-AIR ITEMS  
 

 

 

1. Only use this instruction when ground transport is not available (e.g. Hawaii, Puerto Rico, 
Alaska). 

2. Use one waybill per box or bag. 

3. Fill in the “From” Address.  

4. Check the Material List for each drug to be shipped.  Use the description below for boxes 
containing any drugs with the Transport Label “ORM-D-AIR”: 

 “Dangerous Goods as per attached DGD”  

5. Fill in the total gross weight of the box or bag in the WEIGHT field.  Boxes can not exceed 64 
lb. gross weight. 

6. Attach the Fed-Ex waybill to the package.   

7. Insert the Clinical Trial Supply Return Form(s) and any other paperwork into the plastic pouch.  
Reminder:  Be sure to fill out and include a Shipper’s Declaration For Dangerous Goods (see 
next page).    
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Attachment 5 ( reference from Step 6 ) 
 

PREPARING THE SHIPPER’S DECLARATION FOR DANGEROUS G OODS 

This form is required only for shipments containing drugs with the 
Transport Label "ORM-D-AIR" (consult the Material L ist) when ground 

transport is not possible (e.g. Hawaii, Puerto Rico, Alaska). 

1. An example of a completed form is on the following page. Consult for guidance - it is critical that 
this form be completed correctly. Any deviations may cause the shipment to be delayed or 
rejected.  

2. Do not make any stray markings or complete any fields that are not instructed here or in the 
example. 

3. Use only an approved red bordered Shipper's Declara tion for Dangerous Goods form .  If 
you requested any ORM-D-AIR labels with your order, you will receive the same number of 
Shipper's Declaration for Dangerous Goods forms. Your carrier can sometimes provide these if 
you do not have one. 

4. Enter the shipper and consignee name and address, air waybill number (if known), and number of 
pages. Use "Attn: Clinical Returns, GlaxoSmithKline Dock Doors 16-18, 2512 S. TriCenter Blvd, 
Durham  NC  27713, USA" for the consignee address. 

5. Mark through "Cargo Aircraft Only" and "Radioactive". 

6. Write "Consumer Commodity" under the Proper Shipping Name column, then "ORM-D" (not 
"ORM-D-AIR") in the Class or Division column.  

7. Write the quantity, type of packaging, and the gross weight per package (in metric units) under the 
"Quantity and Type of packing" column.  For example, "1 fiberboard box X 5 kg G", ("G" is an 
abbreviation for gross weight). 

8. In "Additional Handling Information" write "Shipped under the provisions of 49 CFR." Include the 
GSK 24-hour Emergency Contact number "919-483-2700". 

9. Complete your Name (legibly), Title, Place, Date and Signature.  

10. Place three copies (normally you will have four total) of the completed form in the plastic pouch on 
the top of the package. Do not seal the plastic pouch.  Fed-Ex will seal it.  Retain one copy for 
your records for at least two years. 
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EXAMPLE OF SHIPPER’S DECLARATION  

 

Fill in Site Address 

Attn: Clinical Returns, GSK Dock Doors 16-18 
2512 S. TriCenter Blvd 
Durham NC 27713 

Fill  in “1” of “1”  

Fill in if known 

XXX  

xxxxxxx 

Consumer Commodity ORM-D ___ Fiberboard box(es) 
___ kg G 

Fill in # of boxes 
and gross weight 

in kg. 

Fill in “Emergency Contact 919-483-2700” 

Fill in  


