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T he following Recommended Practices for 
Product Selection in Perioperative Practice 
Settings were developed by the AORN Recom-

mended Practices Committee and have been 
approved by the AORN Board of Directors. They 
were presented as proposed recommendations for 
comments by members and others. They are effective 
March 1, 2010. These recommended practices are 
intended as achievable recommendations represent-
ing what is believed to be an optimal level of prac-
tice. Policies and procedures will reflect variations in 
practice settings and/or clinical situations that deter-
mine the degree to which the recommended practices 
can be implemented. AORN recognizes the various 
settings in which perioperative RNs practice. These 
recommended practices are intended as guidelines 
adaptable to various practice settings. These practice 
settings include traditional operating rooms (ORs), 
ambulatory surgery centers, physicians’ offices, car-
diac catheterization laboratories, endoscopy suites, 
radiology departments, and all other areas where 
surgery and other invasive procedures may be 
performed. 

Purpose
These recommended practices provide guidelines for 
evaluating and purchasing medical devices and other 
products used in perioperative settings. Patient and 
worker safety, quality, and cost containment are pri-
mary concerns of perioperative RNs as they partici-
pate in evaluating and selecting medical devices and 
products for use in practice settings.1 In this docu-
ment, the term product(s) will be used to refer to all 
products, medical devices, and capital equipment 
unless otherwise stated. 

Recommendation I

A mechanism for product selection should be developed.

A mechanism for product selection assists with con-
sistently selecting functional and reliable products 
that are safe, cost effective, and environmentally 
friendly; promote quality care; and prevent duplica-
tion or rapid obsolescence.  

I.a. A multidisciplinary product evaluation and 
selection committee should be established.  

Involvement of a multidisciplinary commit-
tee allows input from all departments where the 
product will be used and from personnel with 
expertise beyond clinical end-users (eg, infec-
tion control, finance, materials management/
purchasing).2,3

I.a.1. The members of a multidisciplinary prod-
uct evaluation and selection committee 

should be based on the size of the health 
care organization, the type of product, and 
the affected end-users consisting of, but 
not limited to,3,4

• RNs;
• physicians; 
• scrub personnel;
• central/sterile processing personnel;
• anesthesia care providers; 
• infection preventionists;
• pharmacists; 
• nurse educators; and
• material management/purchasing 

agents;
and, as applicable, liaisons from
• environmental services,
• administration, 
• biomedical engineering, 
• risk management,
• radiology, 
• finance, and 
• laboratory.  

Adjusting the composition of the com-
mittee will allow health care organizations 
of various sizes to appoint a responsible 
individual with the competency and 
authority to fulfill more than one role (eg, 
perioperative RN functioning as an infec-
tion preventionist and nurse educator).
There may be products that do not affect 
all departments, in which case only the 
specific end-users or representatives from 
directly affected departments would need 
to be involved.

I.b. Perioperative RNs should have an integral role 
in the evaluation and selection of surgical 
products.

The perioperative RN has a professional 
responsibility to consider “factors related to 
safety, effectiveness, efficiency, and the envi-
ronment, as well as the cost in planning, 
delivering, and evaluating patient care.”1(p19) 
Perioperative RNs play a crucial role in pro-
viding practical insight and expertise in the 
use and evaluation of surgical products.5,6

Recommendation II

The multidisciplinary committee should develop a process to 
guide product selection.   

A standardized product selection process assists in 
the selection of functional and reliable products that 
are safe, cost-effective, and environmentally friendly 
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RP: Product Selection
and that promote quality care, as well as decrease 
duplication or rapid obsolescence.3,7,8

II.a. The committee should gather information about 
new or existing products from professional 
resources and the manufacturer.  

Manufacturers’ representatives have access to 
information concerning products currently on 
the market. Manufacturers’ representatives can 
provide both clinical and technical data related 
to product research, processing, packaging, dis-
infection, sterilization, and environmental 
conservation.3

II.b. Consistent requirements should be identified for 
each product under evaluation.

The health care organization’s multidisci-
plinary product evaluation and selection com-
mittee identifies the written objective, generic 
criteria specific to the desired product, and its 
ability to function as desired. Consistency in 
process requirements provide a reliable and 
valid means of evaluating the end results.5,9

II.b.1. Product-specific requirements should 
include, but not be limited to, 
• contractual agreements (eg, warranties and 

maintenance agreements)5;
• required compatibility with new or exist-

ing products;
• compatibility with existing disposal 

methods;
• compatibility with existing reprocessing 

methods; 
• procedure-related requirements (eg, for a 

drape: resistance to penetration by blood 
and other body fluids, size, presence of 
adhesive apertures, low linting); 

• end-user preference and requirements (eg, 
for a surgical gown: comfort, degree of 
protection from blood and body fluids, 
size, absence of toxic ingredients/ 
allergens; for an instrument: ease of use, 
performance, the type of decontamina-
tion and sterilization process necessary);

• patient-related requirements (eg, the size 
of the patient, presence of allergies or 
infectious diseases);  

• compliance with federal, state, and local 
regulatory agencies such as the Occupa-
tional Safety and Health Administration 
(OSHA) or the US Food and Drug 
Administration (FDA)10-13; and

• compliance with standards-setting 
bodies.
Contractual agreements are documents 

such as warranties and maintenance agree-
ments that are stipulated before the time of 
evaluation assisting the manufacturer to be 
aware of the requirements of the health care 
organization.  

Defining compatibility requirements 
assists in ensuring that the new product 
will be compatible with an existing product 

or if it is not compatible will clarify the 
need for additional adapters or other 
products. 

The disposal method is considered to 
determine the effect of disposing of the prod-
uct on the existing methods and to ensure 
the correct disposal method is available. For 
example, if the product is considered a haz-
ardous material, consider whether a method 
exists for disposing of hazardous materials, 
including appropriate labeling and a com-
pany to remove the waste.  

The list of products which the reprocess-
ing company has obtained clearance to 
reprocess may not contain the product 
under consideration. An additional com-
pany may be required for reprocessing the 
product, if the product is on the FDA list of 
approved products to be reprocessed.14

Procedure-related requirements define 
what is required for the procedure or multi-
ple procedures for which the product will 
be used. Some of these requirements can be 
determined by using a scale such as the 
ANSI/AAMI barrier performance scale.15,16

End-user–related requirements will vary 
depending on how the product is used and, 
when addressed, increase the compliance 
by the end-user.  

Patient-related requirements define the 
ability of the product to adapt to individual 
patients.  

Most standards-setting bodies use 
research to create standards, and some of the 
standards may be adopted for enforcement 
by regulatory agencies.15,17-20

II.c. A financial impact analysis should be per-
formed on each product to be purchased.

A financial impact analysis can be used to 
clarify a choice between two different products 
with equivalent functionality.3,5

II.c.1. The financial impact analysis should 
include
• direct costs (eg, cost of the product, 

replacement  s t ra tegy,  associated 
equipment);

• indirect costs (eg, utilities, waste dis-
posal, processing, training, storage, 
energy utilization, depreciation, retrofit-
ting to existing equipment)5;

• reimbursement potential; and
• group purchasing organization (GPO) 

contract pricing.
When a product is being replaced, the 

replacement strategy is a direct cost result-
ing from the need to dispose of the existing 
stock of the product being replaced. If the 
new product is being phased in and will 
replace the existing product after the  
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current inventory is exhausted, then there 
will be no additional direct cost. The indi-
rect costs are the costs associated with the 
use of the product after purchase. These 
costs may include electricity, decontamina-
tion and sterilization method, and disposal. 
The sum of the direct and indirect costs 
incurred over the product’s lifetime is the 
complete cost for the product.3,21 An exam-
ple of a large indirect cost is energy, on 
which hospitals spend approximately $8.3 
billion annually.22

The reimbursement potential is used in 
determining the impact on the profit margin 
of each procedure and will vary with each 
product.  

Group purchasing organization contract 
pricing may determine the direct cost of the 
product by defining the quantities required, 
applicable time frames, and pricing on 
other products purchased.5

II.c.2. As appropriate, other health care organiza-
tions should be contacted based on contract 
terms and affiliations or working relation-
ships regarding
• purchasing partial quantities of infre-

quently used supplies or
• creating a shared inventory. 

Purchasing partial quantities of infre-
quently used supplies or using a shared 
inventory may assist with decreasing the 
amount of infrequently used inventory in 
stock, direct costs, and the amount of waste 
generated.

II.c.3. Vendors should be contacted regarding
• return of unopened, expired products;
• creation of a consigned inventory; and
• lowest unit of purchase.

Returning unopened, expired products 
may decrease the amount of infrequently used 
inventory in stock and the amount of waste 
generated. Expenses may be reduced based on 
the cost associated with restocking and freight 
for the return shipment. The up-front expense 
for consigned inventory may be less because 
the product is paid for at the time of use, and 
the product is frequently only a portion of the 
total inventory consigned. If the product was 
not consigned, the entire inventory would 
need to be purchased before use. Vendors 
may be willing to ship in small quantities to 
meet the needs of the health care organization 
that requires a low inventory because of low 
usage.

II.d. An interdepartmental and intradepartmental 
standardization initiative and plan should be 
developed and reviewed to determine the appli-
cability for each product being evaluated. 

Reports indicate that standardization can 
reduce costs and may improve inventory con-
trol and use of storage space. Standardization 

also decreases end-user training and errors 
related to unfamiliarity with the product.3,5,6,9 
The perioperative RN is a qualified person to 
assist with standardization because of familiar-
ity with the use of many products.

II.d.1. The plan should include a list of products 
requiring standardization and a process for 
determining which products will be 
standardized.

II.e. The product’s environmental impact should be 
assessed by addressing the following criteria:

Can the product be recycled?
Is the product made of recycled materials?
What method is used for disposal?
Using any or all of these criteria can help 

decrease the 6,600 tons of waste generated daily 
by US health care facilities.23 Considering only 
one of the environmental impact criteria may 
not reveal other environmental benefits or nega-
tive effects of the product.24 It is estimated that 
only 10% to 25% of hospital waste is regulated 
waste; the remainder is equivalent to household 
waste and can be recycled.23,25,26 Recycling nonin-
fectious waste materials has environmental and 
financial benefits that may include, but are not 
limited to,  

providing materials for remanufacture; 
limiting the expansion of landfills and incin-
erator use, thereby decreasing air and water 
pollution; 
conserving energy;
preserving resources for future generations; 
and 
decreasing the cost of waste removal.22,27,28

The method of disposal is assessed to deter-
mine if the product can be disposed of by a 
method currently being used or if a new method 
needs to be introduced. For example, if the 
health care organization has never handled haz-
ardous waste such as chemotherapy products, a 
method to dispose of this type of waste would 
be necessary before the product is introduced. 

Products manufactured from recycled materi-
als decrease the amount of waste created and 
natural resources utilized in creation of the 
product.29

Resources are available (eg, sample policies 
and procedures, contract language, a listing of 
environmentally friendly products) to assist in 
determining the environmental impact of 
products.30

II.f. The following criteria should be considered 
when determining whether to purchase a single-
use, reposable, or reusable product:

the useful life of the product; 
the estimated use of the product; 
the availability of required decontamination 
and sterilization processes;  
if single-use, whether the product can be 
reprocessed;
inventory required; 
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storage facilities; 
knowledge of health care workers who use, 
maintain, and reprocess instruments and 
other equipment; and
maintenance, repair, or restoration programs 
for instruments and equipment.
Purchasing reusable products demonstrates the 

health care organization’s commitment to supply 
conservation and fiscal responsibility through 
conservation of resources and energy, optimiza-
tion of resources, and reduction of the pollution 
that occurs with waste disposal. Health care orga-
nizations have reported a large reduction in the 
amount of waste generated annually by reusing, 
repairing, and refurbishing products.22,31

Pollution is reduced when a health care orga-
nization purchases a reposable or reusable prod-
uct or reprocesses a single-use product because 
the final disposal of the product is delayed. 
Health care organizations have reported large 
monetary savings when using reusable prod-
ucts.2,32 There are reports of original equipment 
manufacturers increasing the cost of products 
because a single-use product was reprocessed, 
which caused a decrease in the number of new 
products being purchased.2

Projecting the useful life of the product 
assists in maintaining an adequate inventory to 
allow for completion of scheduled maintenance 
and to reduce frequency of reprocessing and 
wear. When the product has a short life span, it 
may be more economical to consider a dispos-
able option because the product may become 
outdated before use.  

When a product has a very low usage, pur-
chasing a disposable product may be more eco-
nomical when compared to a reusable product 
that requires repeated sterilizations and other 
maintenance. 

If the required decontamination and steriliza-
tion processes, including proper containment 
devices, are not available, the cost per use may 
increase.33 Proper sterilization processes are 
required because to achieve a sterile product, 
the sterilizing agent must contact all surfaces.34   

The amount of inventory directly affects the 
amount of storage space required, and reusable 
items may require less inventory and storage 
space.

If health care workers who use, maintain, and 
reprocess instruments and other equipment are 
knowledgeable of the processes involved, the 
life of the product will be extended. 

Regular maintenance, repair, or remanufac-
turer programs for instruments and equipment 
will reduce malfunction and maintain function.4   

II.g. When determining if a product labeled as a  
single-use device (SUD) should be reprocessed, 
consider

whether the product is listed on the FDA list 
of products approved for reprocessing, 

the financial effect of the reprocessing pro-
gram, and 
whether the health care organization can 
accomplish the reprocessing with existing 
internal or external resources.
Certain SUDs are listed by the FDA as being 

acceptable for reprocessing.14 The financial 
effect is determined by weighing the cost sav-
ings against the cost of initiating and maintain-
ing the program. Some facilities report a cost 
savings from reprocessing some SUDs, a major 
reason for initiating a reprocessing program. 
The amount of cost savings depends on the size 
of the health care organization, the number of 
devices reprocessed, staff education, labor costs, 
and the health care organization’s commitment 
to the program.35,36 The FDA requires health care 
organizations and third-parties that reprocess 
SUDs to adhere to the same regulations as the 
original equipment manufacturers. These regu-
lations include 

quality system regulations,37

medical device reporting,38

registration and listing,39

labeling,40

premarket  approval  and premarket 
notification,41-43

medical device corrections and removals,44 
and 
medical device tracking.45

These regulations lead many health care organi-
zations to hire a third-party reprocessor.2,35

II.h. An evaluation process should be developed 
based on objective criteria specific to the 
product.

Using a consistent evaluation process assists 
with obtaining an objective review and 
analysis.3,5,46

II.h.1. A multidisciplinary evaluation team of end-
users and representatives from other depart-
ments affected by a product (eg, infection 
control, sterile processing) should be devel-
oped to participate in the clinical evalua-
tion process.

Involvement of a multidisciplinary team 
allows input from departments with varying 
needs to select the most appropriate prod-
ucts to meet those needs.2 Including all clin-
ical areas in the evaluation process provides 
direct feedback from staff members whose 
practices will be affected by the product.3,27 
The team concept also allows input from 
departments that are not end-users but can 
provide expert advice beyond the scope of 
the end-users (eg, infection preventionists).

II.h.2. A product-specific evaluation tool should 
be developed using unique product-specific 
criteria, which may include, but is not lim-
ited to, 
• safety; 
• performance; 
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• quality;
• efficiency; 
• ease of use; 
• compatibility with other products;
• effect on quality patient care and clinical 

outcomes; 
• evidence-based efficacy; 
• financial impact analysis; 
• compliance with GPO agreements; 
• sterilization/reprocessing parameters 

including degree of difficulty; 
• l iabi l i ty  (eg ,  for  invest igat ional 

products);
• federal, state, and local regulatory 

requirements; 
• standardization; 
• compatibility with new and existing 

products;
• environmental impact; 
• availability and quality of service after 

purchase; 
• amount of personnel training required; 

and  
• the quality of the manufacturer’s 

instructions.  
Careful selection of criteria ensures the 

reliability and validity of trial evaluation 
results. A product-specific written or elec-
tronic evaluation tool facilitates an objec-
tive review and analysis.46

II.h.3. Limits should be placed on the scope of the 
clinical evaluation. These limitations 
should include, but not be limited to, 
• the number of users; 
• cost; 
• the number of products to be evaluated;
• time span;
• the number of departments and clinical 

areas involved;
• desired patient outcomes; and 
• follow-up patient data, if indicated.

Placing limits on product evaluations 
increases the usefulness of user feedback. 
Allowing unlimited time to evaluate prod-
ucts may result in decreased evaluator 
input and enthusiasm.5

II.h.4. The amount of end-user education required 
regarding the use of the product being evalu-
ated should be determined. 

The amount of time required for education 
may differ between products based on the 
familiarity of personnel with one of the prod-
ucts compared to the other. The time 
required for education will affect the indirect 
cost of the product and the start time of the 
evaluation.

II.h.5. Evaluation data should be analyzed to deter-
mine product purchase recommendations 
based on actual clinical performance com-
pared to the predetermined, unique,  
product-specific criteria.

This information facilitates efficient and 
consistent decisions based on previously 
established criteria and an evidence-based 
product assessment.5

II.i. After a product has been selected, a comprehen-
sive plan for introduction and use should be 
developed and implemented to include, but not 
be limited to,

education required to complete the end-
users’ competencies in all departments 
involved, 
physician credentialing required before use,   
projected date of first use, and 
replacement strategy.
The development of a comprehensive plan 

for the introduction of a product will facilitate 
smooth implementation. The development of a 
replacement strategy also assists in decreasing 
inventory and dual educational needs. This 
strategy also may reduce the risk of making an 
unsatisfactory product selection. 

Recommendation III

Perioperative RNs should demonstrate competency related to 
product evaluation and selection.

Ongoing competency validation and education pro-
vides the perioperative RN with the information 
required to take an active role and effectively influence 
the evaluation process and product selection. 

III.a. Educational programs should be provided 
regarding

specific steps required for product selection;
safe care and handling of products; 
selection of products;
the environmental effects of health care, new 
environmental conditions, and appropriate 
green responses27;
governmental regulations regarding purchas-
ing and product requirements;
reprocessing, repair, recycling, and refurbish-
ing initiatives of the health care organiza-
tion2,47; and 
how to evaluate and provide objective input 
on the product’s appropriateness and 
effectiveness. 
Staff members should be educated about 

manufacturers’ various methods of designating 
specific product characteristics, such as using 
color-coded labels to signify a sterile gown’s level 
of protection.48,49

Education increases the perioperative RN’s 
active participation in decreasing the environ-
mental impact of health care.27,47

III.b. Demonstration and instruction on the use of the 
products should be conducted before the clini-
cal evaluation and before initiating general use. 

Instructing all individuals involved in the clin-
ical evaluation facilitates safe clinical practice and 
helps establish validity of the product evaluation.5
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Recommendation IV

The product selection process and any product-specific infor-
mation should be documented. 

Documentation of this information provides retrievable 
records to answer potential questions regarding the 
justification for purchasing a specific product and for 
future purchasing decisions.  

IV.a. Documentation of the product-selection process 
using a specific product-related evaluation tool5 
or meeting minutes should include, but not be 
limited to, 

the names of the committee participants,  
generic product performance requirements,
requirements for standardization, 
the environmental impact,
results of the financial impact analysis,   
evaluation methods to include the tools and 
the results of the evaluations, 
a comparative listing of products evaluated,
justification for purchasing single-use versus 
reusable products, 
an implementation plan, and
the final decision.

Recommendation V

Policies and procedures for evaluating and selecting products 
should be developed, reviewed periodically, revised as neces-
sary, and readily available in the practice setting.

Policies and procedures assist in the development of 
patient and worker safety, quality assessment, and 
improvement activities. Policies and procedures estab-
lish authority, responsibility, and accountability within 
the facility. They also serve as operational guidelines 
that are used to minimize patient and worker risk fac-
tors, standardize practice, direct staff members, and 
establish guidelines for continuous performance 
improvement activities.

V.a. Policies and procedures should encompass all 
aspects of the product selection process to 
include

the composition of the multidisciplinary 
committee members,  
product performance requirements to include 
patient and worker safety re  quirements,
standardization process,
the environmental impact assessment,
the financial impact assessment,   
utilization of evaluation methods, 
components of an implementation plan, 
authorization and approval process, 
how products are introduced and the role of 
the health care industry representative, 
the role and responsibility of the health care 
industry representative,50

the process to request and initiate a product 
review, and 

steps to take if an injury occurs during trial 
or use as described in the Safe Medical 
Devices Act of 1990.51

Recommendation VI

A quality assurance/performance improvement process should 
be established to measure product performance to include 
post-purchase cost effectiveness and user satisfaction. 

This evaluation helps to ensure that new products are 
meeting expected performance criteria (eg, cost- 
effectiveness, product life span) and that the pre- 
selection evaluation process has met its objectives. 

VI.a. New product performance and user satisfaction 
should be evaluated at planned intervals.

Establishing intervals for measurement 
assists in ensuring all products are evaluated 
and inventories can be adjusted as necessary to 
eliminate ineffective products. 

VI.b. Quality programs should include monitoring of 
reprocessing and recycling efforts to include 
review of additional opportunities to minimize 
environmental impact.

Monitoring of reprocessing and recycling 
efforts provides the data to assess operational 
errors and noncompliance, quality and effec-
tiveness of the product, and financial impact.2

VI.c. The quality program must describe required 
actions necessary for compliance with the Safe 
Medical Devices Act of 1990.51

VI.d. After a product has been selected, a comprehen-
sive plan for evaluation of the product should 
be developed and implemented to include, but 
not be limited to, frequency and criteria for 
reevaluation.

Glossary

Process: “A goal-directed, interrelated series of 
actions, events, mechanisms, or steps. An interrelated 
series of events, activities, actions, mechanisms, or steps 
that transforms inputs into outputs.” Source: Joint  
Commission on Accreditation of Healthcare Organiza-
tions. Glossary. In: Hospital Accreditation Standards. 
Oakbrook Terrace, IL: Joint Commission on Accredita-
tion of Healthcare Organizations; 2002:331, 346, 354, 
360.

Reposable: An instrument that has limited use or an 
instrument with a combination of reusable and dispos-
able components. 

Reprocessing: Includes all operations to render a con-
taminated reusable or single-use device patient ready. 
Single-use devices to be reprocessed may be either used 
or unused. Reprocessing steps include cleaning, decon-
tamination, functional testing, repackaging, relabeling, 
and sterilization/disinfection.  

Reusable: Any product or piece of equipment 
intended by the manufacturer for multiple uses. As 
appropriate to each item, the manufacturer is to provide 
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instructions for reprocessing, care, and/or maintenance 
of the item. 

Reuse: The repeated or multiple uses of any medical 
device whether marketed as reusable or single-use. 
Repeated/multiple use may be on the same patient or 
on different patients with applicable reprocessing of 
the device between uses.

Useful life: Length of time, as determined by the 
manufacturer, for which a product maintains accept-
able safety and performance characteristics. The manu-
facturer should provide data to support useful life of 
the material. Useful life is affected by the number of 
sterilization processing and washing cycles a product 
can endure and yet maintain an acceptable barrier 
capability. 
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