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Regulation Governing the Use and Review of Safety Devices Pursuant to 34-B M.R.S.A. (14)(D-1)

14-197 Chapter 5

Section 3: Safety Devices
1. Policy Statement: This regulation establishes a hierarchy of review for safety devices as those devices are defined by 34-B M.R.S.A. §5605(14)(D-1) and to distinguish safety devices under that law from mechanical devices as that term is used in 34-B M.R.S.A. §5605(14)(D). There is a proportional relationship between the amount of oversight for any particular safety device and the severity of intrusion or the degree of inhibition of movement imposed by the device. The regulation also sets out expectations pertaining to the frequency of review for safety devices and it describes the procedure for requesting permission for the use of safety devices. 
2. Application: These regulations apply to any adult served by Developmental Services  who receives any services that are provided, licensed, or funded in whole or in part, directly or through a contractor, by the Department of Health and Human Services. 
3. Guiding Principles: Each safety device must be reviewed individually according to the process set out in this regulation. The purpose of the safety device, the impact its use has upon the person for whom it is prescribed or recommended, and the degree of intrusiveness the device imposes must be determined on an individual basis. Safety devices that impose a greater degree of intrusiveness upon the person and have a greater impact upon the mobility of the person or the comfort of the person warrant a higher degree of scrutiny and oversight. Any safety device must impose the least possible restriction consistent with the purpose of insuring safety. Safety devices may never be used as punishment, for staff convenience, or as a substitute for teaching the person new skills or abilities that would eliminate the underlying risk that gives rise to the request for the use of the device.
4. Definitions: 

A. “Adult” means any individual who has attained the age of 18 or who is a legally emancipated minor.
B. “Adult served by Developmental Services” means any person under 34-B M.R.S.A. 5001(3-B).
C. “Adult with autism” means an adult who has received a diagnosis that falls within the category of Pervasive Developmental Disorders, as defined by the Diagnostic and Statistical Manual of Mental Disorders, Fourth Edition, published by the American Psychiatric Association. 
D. “Advocate” means an employee of the Office of Advocacy of the Department of Health and Human Services, State of Maine. 

E. “Correspondent” means a person designated by the Consumer Advisory Board or its successor to act as a next friend of a person with mental retardation or autism. 
G. “Mechanical support” means a device or mechanism that is used to help a person achieve proper body position or balance. 

H. “Person” means a person as defined by 34-B M.R.S.A. 5001(3-B).

I. “Personal planning” means the process established by 34-B §5470-B or defined by §5001(3-B).
J. “Personal planning team” means the group defined by 34-B M.R.S.A. §5001(3-D) or §5461(8-C).
K. “Qualified professional” means a medical doctor, psychologist, occupational therapist, or physical therapist licensed to practice in the state of Maine. 
L. “Review team” means the three persons identified in 34-B M.R.S.A. 5605(13)(B)(2), commonly known as “the three person committee.”
M. “Safety device” means an implement, garment, gate, barrier, lock or locking apparatus, alarm, helmet, mask, glove, strap, belt, or protective glove whose effect is to reduce or inhibit a person’s movement in any way and whose purpose is to maintain the safety of the person. A safety device may not have as its purpose in whole or in part the provision of behavioral treatment under 14-197 Chapter 5. Any device whose intent is to modify the behavior of the person must be reviewed and approved according to the process set out in Regulations Governing Emergency Interventions and Behavioral Treatment for People with Mental Retardation and Autism, 14-197 Chapter 5.  
4. Review Process:

a. Preliminary Requirements Prior to Review: All safety devices must have a written recommendation from a qualified professional. All safety devices must have been approved by the person’s personal planning team. If the person has a guardian, or if the person is under limited medical guardianship, the guardian must approve the use of the safety device. If the person does not have a guardian, the person must consent to the use of the safety device. 
b. Frequency of Review: All safety devices must be approved at least once per year. Any preliminary requirements for review (as set out in the preceding paragraph) must be renewed each year prior to review. An advocate or, if the safety device is reviewed by the review team, any member of the review team, may require that a safety device be reviewed more frequently. If review takes place more frequently than annually, any consent or recommendation that is a preliminary requirement for review must be current at the time of the review. 
c. Standard Forms: All initial and renewal requests for permission to use a safety device must be submitted on a standard form made available by the Department. Each request for permission must be accompanied by the written recommendation by a qualified professional, and any required consents for the use of the safety device. The request form must clearly identify the safety device and must describe in general terms the conditions of use of the device and the anticipated frequency of its use. The request form must include a place for the advocate or the review team, as appropriate, to indicate approval or disapproval of the safety device and must include a mailing address and fax number to which the approval can be sent. 

1. Requests for Multiple Safety Devices for the same person: Each request for permission to use a safety device must have its own professional authorization that refers specifically to that safety device. Any consent required to use a safety device must refer  specifically to the safety device for which the consent is being given. Safety devices that are normally used in pairs, such as gloves or foot straps, do not need separate requests. 
d. Review by the Advocate: All safety devices must be reviewed by an advocate and authorized for use on a document signed by the advocate. 
e. Review by the Review Team: For any device that requires review by the review team, all three members of the review team must sign a document authorizing its use.  

f. Time for Decision: The advocate or the review team, as appropriate, shall make a determination of approval or disapproval within thirty calendar days of receipt of the request for permission and all completed supporting documentation necessary to conduct the review.
g. Notifications after Review: The person or entity requesting permission to use a safety device is responsible for notifying the person’s personal planning team of the decision made by the advocate or the review team. The personal planning team may designate a member of the team to receive this notification. 
h. Request for Additional Review of a Safety Device Approved by the Advocate:  For any safety device that requires only the approval of the advocate, a person’s correspondent or any member of the person’s personal planning team may request additional oversight by the Review Team. The request must be in writing and must state the reason for the request for additional oversight. The person making the request shall have the right to appear before the review team and explain the basis of the request for additional review. The review team must meet within forty-five calendar days of the receipt of the request by the advocate of the request for review. Any safety device that has been approved by the advocate may be used pending review by the review team. 
1. Any request for additional review of a safety device approved by the Advocate shall be submitted to the advocate who gave the initial approval. The Advocate shall notify the other two members of the review team. 
2. The review team must render its decision within fifteen calendar days of the meeting to consider the request for additional review. 

i. Advocate Request for Further Review by the Review Team: An advocate may give provisional approval to any safety device and then request further review by the review team.
j. Mechanical Support: Any device that is a mechanical support is not subject to the review process set out in this regulation. Any mechanical support must be applied under the supervision of a qualified professional. Any mechanical support must be tailored to the person who uses it. The mechanical support must make allowance for the person to change body position, and must take into account any impact it may have on the person’s body alignment and blood circulation. 
5. Classification of Safety Devices  

a. Review Team Required: Any use of a posey belt or camisole; the use of a full length bed rail; the use of a helmet as a safety device; or the use of video monitoring apparatus as a safety device requires the approval of the Review Committee. 
b. Advocate Approval Allowed: Subject to the review process set out above, only the advocate must approve the following safety devices: 

1. A one piece suit to prevent the person from pulling out an ostomy bag or interfering with similar medically necessary procedures, equipment, or apparel; 

2. A locked cupboard or locked refrigerator when the locking is implemented for food safety purposes; 

3. Hand splints or gloves when used as a safety device;

4. A seat belt on a wheelchair to prevent the person from falling out of the wheelchair;

5. A seat belt on a wheelchair to prevent the person from getting out of the wheelchair because the person has a history of being unsteady;

6. A seat belt on a toilet to prevent the person from getting off the toilet due the person having a history of having fallen off the toilet or having a history of getting off the toilet and being unsteady or falling; 

7. Foot straps on a wheelchair that prevent the person’s feet from dragging or getting stuck or caught; (See §6(e) below for foot straps on wheelchairs whose only purpose is to insure proper positioning of the person’s limb(s).)
8. A diver’s belt in a bathtub to prevent the person from floating; 

9. A chest strap while on the toilet to prevent the person from falling off the toilet; 

10. A belt on a chair to keep the person from falling or slipping out of the chair;

11. Any bed rail less than full length
c. Non-exclusivity of the Lists of Devices Above: The devices listed above are not intended to describe every safety device that might be used or devised. Personal planning teams and qualified professionals may suggest other safety devices and those safety devices may be utilized if they meet the definition of a safety device under state law and this regulation. Any such safety device must be approved according to the process set out in this regulation. Advocates and Review Teams may use the lists above as guidance in judging by analogy the proper level of review to extend to any proposed safety device. 
d. Distinctions Between Safety Devices, Devices that are Utilized for Behavioral Treatment, and Mechanical Supports: In certain cases the same device or apparatus could meet the definition of a mechanical support or be classified as behavioral treatment for one person, and, depending upon the intended purpose of the device and the effect upon the person, be properly classified as a safety device for another person. The person’s personal planning team should be the first entity to classify the device that it believes is needed. The Review Team (or, if the safety device is one that may be reviewed and approved by the Advocate, the Advocate) may make an independent judgment about the proper classification of any device in any individual situation. The review team (or the advocate acting pursuant to §5(b) above) is not bound by the determination that has been made by the person’s personal planning team.   
6. Safety Related Devices or Practices that Do Not Need Approval  
a) Routine Use of Seat Belts in a Vehicle The use of seat belts in a vehicle does not need approval of either the advocate or the review team. 
b) Locked Car Doors by Agency Policy The practice of having car doors locked, when applied by policy to all persons transported in a vehicle, does not need approval. 
c) Car Locks When Requested Specifically for One Person: The use of a car lock or “child safety” lock on a car door does not need the approval of the advocate of the three person committee. The use of a car lock or “child safety” lock when used for one person (as opposed to being applied to everyone served by an agency by agency policy) must be approved by the person’s personal planning team and consent for the use of such a lock must be obtained from the person’s guardian of the person is under guardianship or from the person if the person is not under guardianship.
d) Alarms, Motion Detectors, and Sound Monitors: Devices and monitors that are used to alert staff to a person’s movement within a limited area, but which by themselves do not limit the person’s movement, are not subject to review under this regulation. These devices include an ankle bracelet, a door alarm or light, including an infrared light, that alert staff that the person is moving within or leaving a particular area; a window alarm that is intended to alert staff that a person is using the window as a means of escape; a verbal monitor (often also sometimes called a “baby” monitor) that picks up sounds in the vicinity of the person and transmits those sounds to staff; a motion detector; a chair alarm that alerts staff to the person trying to rise out of a chair; and a bed alarm that alerts staff to the person falling out of bed or rising up out of bed. The use of these devices must be approved by the person’s personal planning team and consent for their use must be obtained from the person’s guardian if the person is under guardianship or the person if the person is not under guardianship. 
e. Straps on Wheelchairs When the Only Purpose of Using the Straps is to Insure Proper Positioning of a Person’s Limb: A foot or arm strap whose only purpose is to insure the proper positioning of the person’s limb is a mechanical support. Such a strap does not require the approval of the advocate or the three person committee as a safety device. 

f. Devices and Practices, Including Searches, that are Ordered by a Court or that are a Condition of Probation or a Condition of Release Routine searches, such as a pat down or with a wand, implemented as a proactive measure intended to minimize the person’s potential involvement in criminal behavior are not subject to review under this regulation if the search has been ordered by a court of competent jurisdiction or it is a condition of probation or it is a condition of release. A court order or a condition of probation that requires a person to remain in a particular place, such as a residence, or to be involved in a particular program, is not subject to review under this regulation. Devices such as an ankle bracelet that incorporates a GPS (global positioning system) locator or a similar device that a court of competent jurisdiction has ordered the person to wear, or that the person wears as a condition of probation or as a condition of release are not subject to review under this regulation. 
g. Monitoring of Media and Entertainment Devices: The monitoring of TV, movies, or computer games for possible violence or sexual content is a matter for the person’s personal planning team and is not subject to review under this regulation. 

h. Temporary Physical Holding or the Temporary Use of a Mechanical Device Necessary for the Safe Administration of a Medical Procedure: A doctor’s order that a person be held temporarily or that a device such as a strap be used temporarily so that a medical procedure (such as the drawing of blood from the person) is not subject to review under this regulation. A written doctor’s order for the holding or for the device is necessary as part of or as an adjunct to the order for the medical procedure that is being performed. 

i. Temporary Physical Holding or the Temporary Use of a Device Necessary for Performance of ADLs or for the Routine Administration of Medication  A doctor’s order for the temporary holding of a person or the temporary use of a device that restrains a person’s movement in order to feed a person, or for the routine administration of medication, or for the person’s performance of activities of daily living skills (ADLs) is not subject to review under this regulation. Any such order may be temporary or it may be standing, but the order may be applied only in the circumstances prescribed in the written order by the doctor. Any such order must have the consent of the guardian if the person is under guardianship, or the consent of the person if the person is not under guardianship. Any standing order must in addition be approved by the person’s personal planning team. 
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