
James We//s Associates / SleepSafe ‘MBeds 
101 North MarMe Avenue, Auburn, New York 13021 

Ph: 315-282-0551 Fax: 315-282-0554 

Division of Dockets Management (HFA-305) 
Food and Drug AdmMstratior) 
5630 Fishers Lane, Room 1061 
RockMe, Maryland 20852 

November 17,2004 

ReWwrce; fXXKET NUMBER 2OtMB43: The Draff Guidance for Industry and Food 
and Drug Administration Stafl from the documant: Ho?oalbl Bed Sti tisiM@ 
Gukhnce to Reduce Entram issued August 30,2UO4. 

7hank you i@r this opportunity to express my wncems regarding the proposed 
dimensiQna1 guidance program f& hospital beds. Your conski@&ion of the tIMowing 
wmments is apptiated and 1 look t&wad to possibly discussing them with your 
wmmittee(s). 

osluI#ENT: MRIY 3US7 TRY 70 REDUCE EMRAPMENT OCCURRENCES WHEN 
TWEY CAN BE VIRTUALLY ELlhMVA7ED BY PROVEN PROGRAMS AND EMSTiNG 
APPARATUS? 

Bhf backmwnd: 

James We/Is AssociHes (./WA) was providing o&nary bedmom fumitum to New YOI& 
State’s Of’#ce of Mental Retaliation and Developmental DisabHies [OMRDD) t& 
severa/ years. In the course of changhg marketplaces, I became aware of the bed 
saMy problems experienced within their system. 

Twin and hospital beds being utilized within their fMities were iBund to ause jnjutis 
or even deaths due primarily to gaps between the Meping surf&e and the bed system. 
These gaps are now being H&ed to as “zones of EntmpmeM’ withjn the sleeping 
environment. 

My thinking was, and still is: If fhe current design(s) mate “Zones of Entrapment”, then 
a new design must be take into consider&ion these “Zones”and prutid@ a saib sleeping 
environment fior the uses. 

mPatent Number 6,453,491 Bl 
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Act&n taken: 

W&h msearch, coope&on, and #5&/d studies, a bed system that addresses these 
“Zones of Entrapment” was devekped. The objective of the de&@ was to virtual/y 
eliminate those “Zones of EntmpmeM’ as iderdified by the HospW Bed SaMy 
woegroup (HSSur). 

UMzing New Yorjl State’s sttM guideliines as a foundation fir the design, the fiti 
pt&type SmwtM Bed was presented forfieM study to New York State in Mach 
2001. Mom mseamh and Md studi& wem exe&ad from the “fiont/ine”providers/ 
camgivers and modiiT&ions wem made accordingly, 

A gafe arAgepiina emhwment and a yser Mend& apparatus wee? per%cted. 
A Patent on the d&i@ was received in September 2002 as w&l as a thme-year 
contract with New York State’s OMROD. 

The S-f+” Bed system meets or exceeds any established guidelines presented 
by either the FDA or New York State thus far. (P/ease n?f&r to Exhibit One, enclosed.) 
Zones of Entrapment ocxum?nces ham been virtually eliminated. 

Over the iast thm yeam’ approximately 500 beds have been indoctrinated into various 
fac#ities and homes’ and not one entmpment incid@nt has been reported. 

Again, thank you for this opportunity to voice my concerns as well as present the 
~leet9Saf&n Bed system to you. tT&ase i&e/ iM to contact me with queions or 
comments. -more ih@tmati& &asevisit ./WA’s web site: wwwiwdeem~ cm l .  

!bd mes Wells, Pn&dMt 
Endosures 

nwpatent Number 6,453,49181 
Jim Wells 

101 North Marvine Avenue l Auburn, NY 13021 

(315) 282-0551 l Fax (315) 282-0554 
Em&l +@locdnet.com l www.jwaslecpufc.com 
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A solution to safety bed rail and gap citations 

s1;epsafe” 
Revolutionary Adaptive Bed Meets or Exceeds 
Safety Standards with Classic Style! 

SEepSafe II”& SleepSafe II Plus”’ 
Our SleepSafe II@ Bed combines the mattress 
adjustability of our SleepSafeR@ Bed with the 
design of our SleepSafe@ Bed. The SleepSafe 
118 is an attractive alternative to a hospital bed. 
(See back page) 

SlGepSafiR@ 
The SleepSafeR@ was designed for very active 
customers or those with the ability to pull 
themselves over conventional 8” high tubular 
rails. Tailgate-type guardrails make for easy 
access/egress. Adjustable sleeping surface to 
top-of-guardrail distance makes for a 
customized, safe sleeping environment. 

SGepSafi Plus@ 
The SleepSafe Plus@ BeId Offers Full 
Articulation, Easy Patient Access and Side Rail 
Safety Features! The SleepSafe Plus@ is perfect 
for adult home or home care environments. 
Offering twin or full size bed frames, the 
SleepSafePlus@ offers an attractive alternative to 
a traditional hospital bed. Non-articulating 
version available. (See back page) 

Non-restraining partial guardrails available for 
nursing home applications on most beds. 

Visit us on the web at www.jwasleepsa.fe.com 
NYS - OMRDD PA# 03073 l PATENT: 6,463,491 B1 



SleepSafe@ 

The SleepSafePlus@ E3ed 
Safety Rail Options: 
A. 2 Full Length Safety Rails 
6. 2 Partial Length Safety Rails 

for Nursing Home use 

Locking Rails Positive locking 
safety rails insure the patient’s 
well-being. All hardware is 
adjustable for easy maintenance. 

l Standard 75” Twin 
l Extra Long 80” Twin 
l Full Size Available 
l Sleeping surface to top of rail is 

11 inches. 

Adaptive Side Safety Rails 
SleepSafe% design is 
unique to the industry! 
Put rails up when you need 
to protect the patient. The 
clear window reduces 
claustrophobia. Take them 
down or off as you please. 

ON NYS 
OMRDD CONTRACT 

PA 0307:3 

* 8” Twin or Full Size Mattresses and 8” 
Box Springs need to be purchased 

separately. 

* VIRTUALLY ELIMINATES TH 

A solution to safety be 

The Benefits of all ! 

* NO LARGE GAPS! 
Only a Yl ” gap 
between the mattress 
and the SleepSafe@ 
Beds’ interior sides to 
virtually eliminate thle 
chance of having an 
appendage caught or 
entrapped between the 

sleeping surface and the bed itself. 

l LOCKING RAILS 
Positive locking safety rails insure the 
consumer’s well being. All hardware is 
adjustable for easy maintenance. 

l USER FRIENDLY! 
All of the SleepSafe@ Beds are very 
easy to use by all providers and 
caregivers. They are easy to maintain, 
too! 

l NYS SAFETY STANDARDS 
Compare these beds with the New York 
State Safety standards at 
www.jwasleepsafe.com and click 
“COMPARE” on the home page for 
those standards. 

l OPTIONS for MOST Models 

- Twin or Full-Size widths available. 
- 80-inch lengths are available. 
- Pads for Guardrails. 
- Pressure reducing mattresses are 

available. 

l Full or Partial Length Safety Rail 
Features! Choose either full length 
safety rails or partial length safety rails! 
The full-length rails swing down. The 
partial side rails swing open for easy 
bed access for caregivers and users. 
Either rail option is removable. 



E ZONES OF ENTRAPMENT * 

d rail and gap citations SleepSafeR 
SleepSafe@ Models 

l CAREGIVERS 
Caregivers have full view for easy 
monitoring. The bed’s user can see 
their environment, reducing the chance 
of claustrophobia, and encouraging a 
comfortable rest. 

* REDUCES RISK 
Reduces the risk of a user’s 
appendage becoming entrapped The 
headboard and footboard extelqd 
below the mattress, reductng the 
change of entrapment 

l ADAPTIVE GUARDRAILS 
.Adaptive full-length guardrails or partial 
length guardrails combine the strength 
:solid wood with clear, acrylic panels 

Adaptive Side Safety Rails 
Like the ,SleepSafe@, the SleepSafeW’s design is unique 
to the industry and offers even more safety! Put one or 
two rails up when you need to protect the patient. The 
clear acrylic panels allow you to see in and the user to 
see out! 

SleepSafe II shown with pads 

wwwijwasleepsafixom 

JWA CONTRACT FURNITURE;, 
101 North Marvine Avenue 

Auburn, NY 13021 
(315) 282-0551 

l Adjustable Mattress Height! 
The distance from the top of the 
mattress to the top of the rail 
can be adjusted incrementally to 
24,” 27,” or 30.” 36” can be 
achieved if a plywood bedboard 
is used instead of box springs. 

l Adaptive, full-length, double 
tier, safety rails combine the 
strength of solid wood with 
clear, acrylic panels. 

Fax (3i 5) 282-0554 
jwa@localnet.com 

I Also available as a Plus Model 
with adjustable malt-tress height of 24” or 28”. 



SleepSafe D7~2 r L LIu3 -,. New SleepSafe P/us@ Bed Offers Full Articulation, 
Easy Patient Access and Side Rail Safety Features! 

Non-Restraining Partial Rails 
for Nursing Home Applications 

l The SleepSafe@ Bed plus full articulation! The 
SleepSafePlus” does it all. It keeps the user safe during 
rest and electrically adjusts smoothly for user comfort and 
caregiver ease of use. 

l Adaptive full-length side safety rails, or partial length side 
safety rails, combine the strength of solid wood with clear, 
acrylic panels and exceed bed safety standards. 

l Sleeping surface to top of rail is 11 inches. 

Full or Partial Length Safety Rail Features! 
Choose either full length safety rails or partial 
length safety rails! The full-length rails swing down. 
The partial side rails swing open for easy bed 
access for caregivers and users. Either rail option 
is removable. 

Full Articulation Remote Control 
Simply adjust SleepSafePlusB Bed’s articulation 
with handy remote control unit. Great for the 
caregiver, as well as the user! 

The SleepSafePlus@ Bed Safety Rail Options: 
A. 2 Full Length Safety Rails 
B. 2 Partial Length Safety Rails for Nursing Home use 

Shipping & Handling: All SleepSafe Plus@ Beds cannot be shipped 
FedEx and will incur additional shipping and handling fees. 

SleepSafe II” & SleepSafe II Plus@ 
l Adjustable Mattress Height! 
The distance from the top of the mattress to the top of the 
rail can be adjusted incrementally to 10,” 13,” or 16” on the 
SleepSafe@ II bed and 10” or 14” on the SleepSafe@ II 
Plus. 

l The SleepSafe@ II has full articulation! The SleepSafe@ II 
Plus does it all. It keeps the user safe during rest and 
electrically adjusts smoothly for user comfort and caregiver 
ease of use. 

l The user can see their environment, reducing the chance 
of claustrophobia as well as providing a more comfortable 
and safe rest. 

The SleepSafe@ II Beds Safety Rail Options: 
A. 2 Full Length Safety Rails 
B. 2 Partial Length Safety Rails for nursing home use 
C. 1 Partial Length and 1 Full Length Safety Rail Full Articulation Remote Control Simply adjust 

the SleepSafe@ II Plus articulation with handy 
remote control unit. Great for the caregiver, as 
well as the user! 


