
INTRODUCTION
In this document, we have extracted important 
and specific FSMA Sanitary Transportation rule re-
quirements that will be of interest to carriers, relat-
ed to their obligations to exchange information with 
the receiver, shipper and FDA on request. 

Each highlighted rule provision is accompanied 
by an official FDA comment, which provides a 
detailed insight on how they intend the rule to be 
interpreted, and followed by a discussion on how 
each provision will impact carriers in their day-to-
day operations under FSMA.

AP
PR

O
VE

D 
  A

PPROVED   APPROVED   APPRO
VED   APPROVED   APPROVED   

AP
PR

O
VE

D 
  A

PPROVED   APPROVED   APPRO
VED   APPROVED   APPROVED   

DISCLAIMER: This document is provided as a resource for the industry and does not constitute legal advice. You must not rely on the in-
formation in the document as an alternative to legal advice from an appropriately qualified professional. If you have any specific questions 
about any legal matter, you should consult an appropriately qualified professional.

DO CARRIERS NEED
TECHNOLOGY
TO COMPLY WITH

FSMA?

The document examines the new requirements 
placed on the receiver who now “must take steps 
to adequately assess that the food was not sub-
jected to significant tem perature abuse” along 
with other controls. With this new rule requirement 
the FDA has placed the burden of responsibility 
squarely on the shoulders of the receiver to verify 
the cargo was maintained at the right temperature 
during transportation. 

The FDA in its comments on this rule suggest that 
the receiver “may review temperature monitor ing 
information from an onboard temperature monitor-
ing device that might have been employed during 
the food transportation process, and that such an 
approach would meet the requirements of this 
rule”. It is expected that receivers will, to ensure 

they are fully compliant with FSMA, increasingly 
request detailed journey temperature data from the 
carrier to verify the cargo was maintained at the 
temperature specified by the shipper for the entire 
journey. This is the only logical way a receiver can 
protect themselves fully under this new rule. 

The FDA did not include a specific rule to make 
continuous monitoring mandatory for the carrier. 
However, by introducing this new rule for receivers 
(and other rules relating to the exchange of data by 
the carrier between the shipper and the receiver)—
they leave the carrier very little choice but to imple-
ment a continuous temperature recording system 
as the data will be demanded by the receiver to 
ensure their compliance.

In summary, the carrier needs to examine the rule 
requirements from the receiver’s perspective and 
then prepare their business to deliver the informa-
tion that the receiver will require. 

This document is intended to help the carrier bet-
ter understand the requirements on receivers, that 
will in turn impact them as a carrier and suggests 
how they position their business to meet these new 
requirements. 

In our opinion, the carrier needs to worry about the 
receiver—the receiver has the law on their side 
to request information from the carrier to decide 
whether to accept or reject the cargo.
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§ 1.908(a)(6)

SECTION FINAL RULE FDA COMMENT

1.908(a)(6) - ALL PARTIES MUST DETAIN FOOD IF IT IS SUSPECTED 
TO BE UNSAFE

If a covered entity 
becomes aware 
of an indication 
of a possible 
material failure 
of temperature 
control or other 
conditions that 
may render the 
food unsafe the 
food shall not be 
sold or 
otherwise 
distributed until 
it is determined 
that the 
temperature 
deviation or other 
condition did not 
render the food 
unsafe.

We also added a provision to the general requirements of this rule § 1.908(a)(6) that is 
applicable to circumstances in which temperature abuse of a food may have occurred or 
another event may have occurred that could have jeopardized the safety of the food. This 
provision states that if a person subject to this rule becomes aware of an indication of a 
possible material failure of temperature control or other conditions that may render the 
food unsafe during transportation, the person must take appropriate action, to ensure that 
the food is not sold or otherwise distributed unless a determination is made by a qualified 
individual, that the temperature deviation or other condition did not render the food unsafe.

This provision would, for example, require a receiver of food that requires temperature 
control for safety, that has performed a check of the vehicle compartment temperature 
as a way to comply with § 1.908(d), and determined  1  that the temperature is above the 
operating temperature specified by the shipper, to hold the product until it can make a 
determination that the temperature deviation did not make the food unsafe. It could make 
that determination on its own, if it is qualified to do so, or could consult with the carrier, 
loader, shipper, or a third party to make such a determination or to assist it in making such 
a determination.
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Whomever makes such a determination should be qualified by training or experience 

to make such a determination, i.e., he should have a scientific understanding of how the 
temperature deviation could affect the growth of pathogens or production of toxins in the 
food. It is our expectation that, under such a circumstance, the receiver (or shipper, if that 
is the more appropriate party to make the determination) would request temperature con-
trol information from the carrier. The carrier would be obligated to provide that information 
to the shipper or receiver under the provisions of § 1.908(e)(2).

We have included in § 1.908(a)(6) a provision that, if requested by the receiver, the carrier 
must provide to the receiver the operating temperature specified by the shipper in accor-
dance with § 1.908(b)(2). This is a necessary exchange of information to facilitate the 
receiving examination provided for in § 1.908(d), when the receiver may not be aware of 
the operating temperature that the shipper provided carriers.

This rule exposes the most potentially damaging issues for all parties. It requires that the receiver, if they 
determine  1   “that the [vehicle compartment] temperature is above the operating temperature specified by 
the shipper, to hold the product until it can make a determination that the temperature deviation did not make 
the food unsafe.” 

The FDA also states that   2    “Whomever makes such a determination should be qualified by training or expe-
rience to make such a determination, i.e., he should have a scientific understanding of how the temperature 
deviation could affect the growth of pathogens or production of toxins in the food.”
 

WHAT DOES RULE 1.908(a)(6) MEAN FOR CARRIERS?



HOW CAN BLUE TREE HELP?

As a carrier the only way to truly protect your business against challenges associated 
with suspected temperature deviations is to have a monitoring system in place to:
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Again, this poses the most  serious concerns for all parties and one to be avoided at all costs. Not only 
is there significant and onerous compliance requirements under Rule § 1.908(a)(6) surrounding these 
suspected temperature deviation events, but there is also substantial cost exposure to all parties. 

Receivers (under § 1.908(a)(6)) are obligated to detain food if it is suspected to be unsafe, and car-
riers will not want them to do so based on one instantaneous/erroneous reading of vehicle compart-
ment temperature taken by them at the time of delivery. If the carrier cannot prove they maintained the 
food cargo at the correct temperature during transportation then it is highly likely they will be forced 
to assume the majority of the costs associated with the rejected cargo.

It is expected that insurance companies will be 
looking at how carriers of foods requiring tem-
perature control are working to safeguard the 
cargo and de-risking their operations.

1. detect temperature control failures and react to them before they become a problem and
2. to be able to provide proof of journey temperature immediately on request to prevent the 

issue escalating into a full safety inspection as called for in the rule.

Carriers that manually record temperature 
won’t be able to quickly produce proof that 
they safeguarded food requiring refrigera-
tion as intended. 

Having a full and detailed log—provided by 
an onboard temperature monitoring and re-
cording system or monitoring system —will 
address all these concerns and quickly re-
solve any queries or inspections.

Carriers need to protect 
themselves from hot loads
Blue Tree’s monitoring system will also protect 
the carrier against the very common scenario 
of their vehicle being loaded with a food cargo 
that is at a temperature above the operating 
temperature specified by the shipper. 

Blue Tree’s monitoring system will detect the 
“hot load” shortly after loading and immediate-
ly alert the carrier—who can then work with the 
shipper to correct the problem. Detecting “hot 
loads” early is the ultimate protection for the 
carrier against load rejections by receivers.

Carriers and cargo insurance
Carriers need to be concerned that if they do 
not protect themselves sufficiently from the 
likely increased instances of cargo rejection 
associated with the new FSMA regulations

then they will be faced with spiraling cargo in-
surance costs, or worse still, fail to secure ap-
propriate insurance.



It is clear from this rule, and the FDA’s comments clarifying how the rule is to be interpreted, that the receiver will need 
to take all necessary steps to ensure to inspect the food cargo they are receiving. The FDA official comment on the rule 
states that the  1  “receiver must take steps to determine whether the food was subjected to a significant temperature 
abuse” and the receiver   2   “may review temperature monitoring information from an onboard temperature monitoring 
device that might have been employed during the food transportation process, and such an approach would meet the 
requirements of the rule.”
 
Putting yourself in the shoes of the receiver, it is reasonable to assume that going forward, to ensure food safety and 
prove compliance with this new rule, receivers will increasingly request that a carrier produce a detailed temperature 
history for the entire journey as this will provide the receiver with assurance that the food was maintained at the correct 
temperature, and it also demonstrates their diligence in properly inspecting the cargo under an FDA audit. 

Now that receivers are under the scrutiny of the FDA, it is highly unlikely that receivers will simply rely on a visual in-
spection or spot check of temperature at time of delivery—only to risk being exposed at a later date under an audit. 
Carriers and shippers must prepare their organizations to quickly respond to the receivers requests for this proof of 
journey temperature. Ideally, carriers will want to be able to deliver this proof within minutes and the only way to do this 
is to have a suitable reefer monitoring and recording system deployed that has this capability. We expect that shippers 
and receivers will only want to deal with carriers that have the capability to exchange data quickly, as it greatly simplifies 
their efforts surrounding compliance.

The FDA also suggests in its comments that the receiver may   3  “check the ambient temperature of the vehicle and its 
refrigeration unit’s temperature settings” as one of the means to qualify the integrity of the food being received.

WHAT DOES RULE 1.908(d) MEAN FOR CARRIERS?

§ 1.908(d)

SECTION FINAL RULE FDA COMMENT

Upon receipt of a food 
requiring temperature 
control for safety, 
receivers must take 
steps to adequately 
assess that the food 
was not subjected 
to significant tem-
perature abuse, such 
as determining the 
food’s temperature, 
the ambient tempera-
ture of the vehicle, or 
smelling for off-odors.

We have revised this final rule in § 1.908(d), which now includes requirements ap-
plicable to receivers, to provide that upon receipt of food that requires temperature 
control, a  1

  
receiver must take steps to determine whether the food was subject-

ed to significant temperature abuse.

We also have provided examples of measures a receiver could employ for this 
purpose, such as determining the food product’s temperature,  3

  
the ambient 

temperature of the vehicle and its refrigeration unit’s temperature settings and con-
ducting a sensory inspection to ascertain whether there are signs of temperature 
abuse, such as off-odor.

We also note that the receiver at this stage  2
  

may review temperature monitor-
ing information from an onboard temperature monitoring device that might have 
been employed during the food transportation process, and that such an approach 
would meet the requirements of this rule.

1.908(d) - RECEIVERS MUST INSPECT FOOD ON DELIVERY
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HOW CAN BLUE TREE HELP?

Simply relying on the receiver to check the ambient temperature of the vehicle at the time of unloading is a 
dangerous approach for carriers to adopt and affords them very little protection against load rejection. This ap-
proach could in fact expose the carrier to even more temperature control challenges. 

Carriers will not want to rely on ambient tempera-
ture that was manually recorded at the time of 
loading or unloading, as it is likely the return air 
temperature might not always match the setpoint.
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Carriers and shippers will want to avoid receivers making decisions on food cargo integrity based on just the 
temperature at time of loading/unloading at all costs. 

The quickest and easiest way of avoiding these problems is to have the ability to provide the receiver imme-
diately with a detailed temperature history of the journey from Blue Tree’s reefer monitoring system, proving 
that the food was kept at the right temperature, and demonstrating that the temperature deviation the receiver 
detected at time of delivery was just a short deviation owing to the normal operation of the refrigeration unit.

1. detect temperature control failures and react to them before they become a problem and
2. to be able to provide proof of journey temperature immediately on request to prevent the 

issue escalating into a full safety inspection as called for in the rule.
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The only way to truly protect your business against such scenarios is to have a monitoring system in 
place to:

This manual checking of ambient temperature of 
the vehicle at time of unloading could raise many 
questions and problems for the carrier. It is com-
mon for the air temperature readings in a reefer 
compartment to fluctuate temporarily from set-
point; examples of this would be during a defrost 
of the reefer unit, during pre-cooling of the vehicle, 
at time of unloading with doors open, and even un-
der normal start-stop reefer control. Most of these 
temperature deviations are normally very short in 
nature and the air temperature quickly realigns to 
the setpoint. 

However, if a receiver were to read the refrigera-
tion units air temperature at a time when such a 
temporary fluctuation was occurring—and the tem-
perature was determined by them to be too high—
then this could result (and will result if the receiver 
is following the rule strictly) in the cargo being de-
tained under rule § 1.908(a)(6) which states that if 
the receiver (or another entity) becomes aware of 
a temperature control failure then “the food must 
not be sold or otherwise distributed until it is deter-
mined that the temperature deviation or other con-
dition did not render the food unsafe.”

Carriers should avoid manual recording of 
temperature during this time



1.908(e)(2) - CARRIERS MUST DEMONSTRATE SHIPPER’S TEMPERATURE 
SPECIFICATIONS WERE MAINTAINED DURING TRANSPORT

Under this rule it is clear that the carrier, on request by the shipper or receiver, must  1    “demonstrate that temperature 
conditions were maintained during transport consistent with the shipper specifications.”
 
The FDA clearly states in their comment that the carrier is obliged to have this temperature control information available 
and to share it on request,  2    “It is our expectation that, under such circumstance [i.e. suspected temperature control 
deviation], the receiver (or shipper, if that is the more appropriate party to make the determination) would request tem-
perature control information from the carrier. The carrier would be obligated to provide that information to the shipper or 
receiver under the provision § 1.908(e)(2).”
 

Although FDA under comment have said,  3    “we have revised this final rule at § 1.908(e)(2) to allow that demonstration 
to be made by any appropriate means agreeable to the carrier and shipper, such as the carrier presenting recordings of 
the ambient temperature of a trailer when it was loaded and unloaded, or in the form of time/temperature data recorded 
during the shipment” — it is generally expected that receivers and shippers will insist that the carrier provide detailed 
journey temperature reports on request as this safeguards them most under FDA audit and shifts the burden of proof 
to the carrier.
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§ 1.908(e)(2)

SECTION FINAL RULE FDA COMMENT

Per an agreement 
with the shipper 
that the carrier 
is responsible, 
upon completion 
of the transport 
and if requested 
by the receiver, 
provide the op-
erating tempera-
ture specified 
by the shipper 
and, if requested 
by the shipper 
or receiver, 
1
  

demonstrate 
that temperature 
conditions were 
maintained during 
transport consis-
tent with shipper 
specifications.

We have revised this rule at § 1.908(e)(2) to provide that the carrier’s demonstration must 
be made only upon request by the shipper or the receiver. This revision clarifies that a car-
rier is not required to routinely provide this demonstration, but requires such a demonstra-
tion when, for example, as explained below, the receiver assesses the food upon receipt 
and determines that there may have been a material failure of temperature control during 
the shipment, or when the shipper and receiver have agreed that it is necessary to ensure 
the safety of the food.

3
  

We have revised this final rule at § 1.908(e)(2) to allow that demonstration to be made 
by any appropriate means agreeable to the carrier and shipper, such as the carrier pre-
senting recordings of the ambient temperature of a trailer when it was loaded and unload-
ed, or in the form of time/temperature data recorded during the shipment.

[In regards to determining if food has become unsafe due to temperature deviance during 
transportation]—Whomever makes such a determination should be qualified by training or 
experience to make such a determination, i.e., he should have a scientific understanding 
of how the temperature deviation could affect the growth of pathogens or production of 
toxins in the food.

2
  

It is our expectation that, under such a circumstance, the receiver (or shipper, if that is 
the more appropriate party to make the determination) would request temperature control 
information from the carrier. The carrier would be obligated to provide that information to 
the shipper or receiver under the provisions of § 1.908(e)(2).
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WHAT DOES RULE 1.908(e)(2) MEAN FOR CARRIERS?



Simply opting to manually record the ambient 
temperature of the vehicle at the time of loading 
and unloading is a very dangerous approach for 
carriers to adopt and afford the carrier very little 
protection when challenged by a receiver or ship-
per. Recording such minimal information could in 
fact expose the carrier to even more temperature 
control challenges by receivers. 

This manual checking/recording of the ambient 
temperature of the vehicle at time of loading and 
unloading could raise many questions and prob-
lems for the carrier with the receiver and or/ship-
per. It is common for the air temperature readings 
in a reefer compartment to fluctuate temporarily; 
examples of this would be during a defrost, during 
pre-cooling, at time of unloading or under normal 
start-stop reefer control situations. Most of these 
deviations are normally very short in nature and 
the air temperature quickly realigns to the setpoint. 

If a receiver was to read the refrigeration units 
air temperature at a time when such a temporary 
fluctuation was occurring and the temperature 
was therefore determined to be too high, then this 
could result (and will result if the receiver is follow-
ing the rule strictly) in the cargo being detained 
under rule § 1.908(a)(6) which states that if the 
receiver (or other entity) becomes aware of a tem-
perature control failure then “the food must not be 
sold or otherwise distributed until it is determined 
that the temperature deviation or other condition 
did not render the food unsafe.”
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HOW CAN BLUE TREE HELP?

For the above reasons carriers and shippers will also want to avoid receivers making decisions on food cargo 
integrity based on just the temperature at time or loading/unloading at all costs. 

The quickest and easiest way for the carrier to answer temperature control deviation challenges by a receiver 
is to have the ability to immediately provide a detailed temperature history of the journey proving that the food 
was kept at the right temperature throughout the journey, and demonstrating that the operating temperature 
deviation that the receiver may have detected at time of delivery was just a brief deviation owing to the normal 
operation of the refrigeration unit.
 
It is reasonable to assume that since the legal responsibility § 1.908(d) to assess food integrity lies with re-
ceivers, they will more often than not err on the side of caution, expecting and requesting detailed temperature 
records from carriers to aid them in clearly determining if the cargo that’s being delivered is safe.

Quickly produce a table printout of temperatures during 
transit and email to the recevier when requested. Hide 
and show columns as required.



1.908(b)(2) / 1.908(e)(3) - CARRIER MUST PRE-COOL REFRIGERATED COLD 
STORAGE COMPARTMENT AS SPECIFIED BY THE SHIPPER
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§ 1.908(b)(2)

§ 1.908(e)(3)

SECTION FINAL RULE FDA COMMENT

Shipper must specify in writing to the carrier, 
except a carrier who transports food in a ther-
mally insulated tank, and when necessary the 
loader an operating temperature including, if 
necessary, the pre-cooling phase for a food re-
quiring temperature control for safety. Shipper 
may take other measures in accordance with 
1.908(b)(5) to ensure adequate temperature 
control.

Per an agreement with the shipper that the 
carrier is responsible, carriers must pre-cool 
each mechanically refrigerated cold storage 
compartment as specified by the shipper 
before offering a vehicle for transport of food 
requiring temperature control for safety.

We are revising this provision in § 1.908(b)(2) to require 
that the shipper specify to the carrier, and, when neces-
sary, to the loader, an operating temperature 
required for the given transportation operation, includ-
ing, if necessary, the pre-cooling phase.

If requested by the receiver, the carrier must provide to 
the receiver the operating temperature specified by the 
shipper in accordance with § 1.908(b)(2). 

This is a necessary exchange of information to facilitate 
the receiving examination provided for in § 1.908(d), 
when the receiver may not be aware of the operating 
temperature that the shipper provided to the carrier.

WHAT DOES RULE 1.908(b)(2) / 1.908(e)(3) MEAN FOR CARRIERS?

As part of § 1.908(b)(2), shippers must provide carriers with pre-cooling temperature conditions for food that requires 
temperature-controlled delivery. Under § 1.908(e)(3), carriers must pre-cool each cold storage compartment as the 
shipper specified before they can use the vehicle for the safe transportation of food.

If this information is then requested by the receiver or is part of an FDA audit, the carrier is obligated to provide the 
requester with evidence that pre-cooling was performed as instructed § 1.908(e)(2). 

Without a remote reefer monitoring system, the carrier will need to send the vehicle to a reefer service dealer to have 
any available data downloaded and share that data with the receiver. 

This exposes the carrier to huge costs associated with the delay of the delivery, the sending of the vehicle to the nearest 
reefer service center, paying the service center for the downloading and reporting service ($200+ per download) and 
the time lost by the carriers personnel involved with this process. 
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HOW CAN BLUE TREE HELP?
As a carrier, the easiest way to demonstrate compliance with this rule is to have a reefer monitoring system that 
records the refer data automatically and rapidly report the pre-cooling phase of any cargo shipments. 

Blue Tree Systems’ reefer monitoring and recording solution not only records all pre-cooling data, but it also has 
the ability to allow the carrier remotely control the reefer unit. The carrier can remotely start the unit and config-
ure it to pre-cool the vehicle without any involvement of yard personnel—the feature delivers huge savings in 
terms of fleet efficiency and labor savings.

Graph printout showing proof of in-transit temperatures. Graph shows pre-cooling phase and temperatures 
throughout the trip. The spike in this case is attributed to a unit defrost.

With Blue Tree, you can provide proof of temperature to receiver immediately on request—in graph or table 
form, or both.


