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� Do you ensure that hospitals include language in 
patient consent forms regarding sales representa-
tives’ activities?  A hospital is required to obtain pa-
tient consent in order to allow a sales representative to 
be present during a surgery or procedure in the OR.  
Device companies should work with hospitals to en-
sure that language regarding the presence of sales 
representatives in the OR is included in all consent 
forms.   

 
� Are your sales representatives required to observe 

or consult from an observation room when possi-
ble?  Sales representatives who observe or consult 
from an observation room decrease the risk of becom-
ing too intimately involved in the procedure.  If an ob-
servation room does not exist, sales representatives 
should endeavor to stay out of the sterile field, and if 
any physical assistance must be provided it should be 
rudimentary and mundane (such as handing an instru-
ment to a nurse). 

 
� Do your sales representatives have the means to 

clearly, verbally and visually identify themselves as 
sales representatives as opposed to healthcare 
personnel?  In order to prevent any confusion as to 
the identity and function of your sales representatives, 
they should be identified clearly.  For example, sales 
representatives may wear special badges or “scrubs” 
in colors that are different from those worn by the sur-
gical staff.  Some hospitals have their own policies re-
garding sales representatives’ identification, so be 
aware of such policies in advance of any visits.   

 
� Are your sales representatives required to follow 

the hospital's instructions on aseptic techniques 
for washing and attire when they are needed in the 

OR?  Require strict adherence to hospital protocols 
and procedures on aseptic techniques for washing and 
attire.   

 
� Are your sales representatives required to mini-

mize or eliminate all direct patient contact during 
the surgery or procedure?  Sales representatives 
should refrain from touching the patient during a clini-
cal procedure or from touching anything that touches 
the patient, if possible.  Any interactions should be with 
the physician, not the patient.   

 
� Are the sales representatives required to refrain 

from the practice of medicine?  Sales representa-
tives should never do anything that could be construed 
as the practice of medicine.  They should take care not 
to perform any act of surgery or offer opinions, judg-
ments, or evaluations of any product or the techniques 
used.  Such analysis is reserved for licensed physi-
cians only, and courts may impose liability on a medi-
cal device company for the unauthorized practice of 
medicine should its sales representative perform such 
an analysis. In all cases, the physician should be di-
recting the procedure and deference should be given 
to the physician on all accounts.  Any advice or consul-
tation in the OR by the sales representative should be 
limited to matters specifically related to the device.  

 
� Do your sales representatives offer demonstra-

tions or training programs regarding a new device 
prior to the actual surgical procedure?  Sales repre-
sentatives should offer appropriate demonstrations or 
training opportunities related to new devices prior to 
the procedure.  This provides an opportunity for sales 
representatives to offer feedback as well as discuss 
and resolve any foreseeable concerns.   
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� When physicians or technicians ask the sales rep-
resentatives questions, are their responses limited 
to precise factual information and do they coincide 
with the information in the labels and instructions 
that accompany the product?  Responses to ques-
tions about the product by healthcare personnel should 
be limited to the factual information provided in the la-
bels and instructions that accompany the product.  
Sales representatives should never promote, suggest, 
or imply that a physician should act in a way not ex-
pressly stated on the device’s label.   

 
� Are there clear instructions regarding what sales 

reps should do should an off-label use occur?  If an 
off-label use occurs, sales representatives should gen-
erally remove themselves from the operating room with 
a verbal statement that this use is not approved by the 
FDA.  They should follow this up with a written state-
ment to the physician that the use is not approved the 
FDA.�

�

� Is the sales representative required to inform the 
company of adverse incidents they observe?  Sales 
representatives should inform their employer of ad-
verse incidents that are observed.  This alerts the com-
pany to a potential report that may need to be filed with 
the FDA as well as a claim that may need to be made 
to the company’s products liability insurance carrier.  �

  
Roshelle Davis, Esq. is the staff attorney for the Medmarc Insurance 
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