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VIRGINIA BOARD OF DENTISTRY
DENTAL LABORATORY WORK GROUP
MINUTES
April 20, 2012

TIME AND PLACE: The meeting of the Dental Laboratory Work Group of the Board of
Dentistry was called to order at 11:20 a.m. on April 20, 2012 in Training
Room 1, Department of Health Professions, 9960 Mayland Drive, Suite

201, Richmond, Virginia.
PRESIDING: Robert B. Hall, Jr., D.D.S, President

MEMBERS PRESENT:  Herbert R. Boyd, I{I, D.D.S.
Dag Zapatero, D.D.S.
Scott Miller, D.D.S., by conference call

MEMBER ABSENT: David C. Sarrett, D.D.S.

STAFF PRESENT: Sandra K. Reen, Executive Director
Elaine J. Yeatts, DHP Policy Analyst
Huong Vu, Operations Manager

REGISTRATION OF
DENTAL
LABORATORIES : Dr. Hall welcomed the members and asked Ms. Reen to begin by
' explaining the information she provided on the states identified as
regulating labs. She stated that understanding what other states were
doing may be helpful so she had collected statutes and regulations and
some disciplinary orders. She noted that:
» TX and OK dental boards regulate dental labs;
* Departments of health regulate dental labs in FL and PA,
* TX, SCand K register dental technicians and require out of
state labs to employ registered technicians; and
e TX, SC and FL have criminal penalties for dentists who are doing
business with unregistered labs and techniciaps.

Dr. Hall then asked what the work group wants to accomplish at this
meeting. Dr. Miller stated that the Virginia Dental Association (VDA)
wants labs to be required to disclose point of origin and material content,
He added that dentists have no authority to require disclosure so
requiring dental labs to register with the Board is needed. Dr. Zapatero
agreed and added that the Board’s current work order forms have created
problems and the Board does not have any authority to address non-
compliance. Dr. Miller said that the Board and the VDA need to
improve communications with dentists because there is a lot of confusion
about what dentists are required to do.
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Extensive discussion followed about the business relationship between
dentists and labs and the option of not doing business with labs that are
unwilling to provide information. It was noted that the impact of one
dentist switching labs would be minimal but the Board would be able to
prevent a lab from doing business in Virginia. Ms. Yeatts noted that the
Board only has authority in Virginia and would not be able to travel out-
of-state or out of country to investigate complaints. Dr. Zapatero
responded that the Board could do paper investigations and have material
assayed. Dr. Boyd addressed patient interests and recourse with general
agreement that patients are most likely to file complaints against the
dentist and it would be up to the dentist to file a complaint in order for
the Board to conduct an investigation. He added that the dentist can
already direct his complaint to the lab and decide whether to keep doing
business with a lab he does not trust.

Dr. Hall remarked that there appears to be agreement that dental labs
need to disclose point of origin and materials used. He asked if the
Board’s current work order forms address this and meet the meaning of a
work order as defined in VDA’s proposed legislation, HB 267. Dr.
Miller responded yes then added that the current forms require dentists
and labs to spend additional time on where work will be performed and -
what materials to use. Ms. Reen asked for clarification of the VDA’s
objections to the requirements for advance notice of subcontracting and
discussion followed about preventing defective material from being
delivered to the patient and the responsibility that dentists have for
protecting patients. Referring to the VDA’s proposed bill, Ms. Reen
asked what the difference is from the current work order forms with
those required by the proposed language. Dr. Miller said that there is
none and added that VDA members don’t want to be the police of the
dental labs.

Dr. Hall referred the work group to the Board’s concerns about VDA’s
current proposed bill and said the Board’s interest is to understand the
problem being experienced in Virginia so a study would be helpful. Ms.
Reen noted that the current bill is impossible to implement because the
requirement for registration would be in effect before regulations are in
place so no one could legally operate a lab. She added there are also the
questions of;
 which state agency in Virginia should be responsible for registering
labs, :
* isitthe VDA’s intent to require registration by out of state labs,
is requiring registration of dental technicians a better option, and
* are suppliers of components to be included in registration?

Dr. Zapatero said that there is no need for a study to be done and asked
that the Board address what the VDA members voted for virtually
unanimously. Dr. Hall said that he has talked to five or six dentists in his
area who are members of VDA and who have stated that they do not
understand the need for the bill.
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ADJOURNMENT:

Dr. Miller asked what the VDA can do to move this process ahead. Dr.

Zapatero suggested that VDA and the Board can work on the language of

the bill. Dr. Boyd suggested that the Board might want to consider
regulating CDTs as it rewriting all the chapters. Ms. Reen noted that KY
moved from registering dental labs to registering dental technicians so it
might be helpful to know why. She added that the Board can modify the
work order forms quickly to address concerns.

Dr. Miller agreed that the work group should meet again to discuss
modification of the Board’s work order forms and address editing the
VDA’s bill. All agreed. Dr. Miller said he would let Ms. Reen know if
he is available either May 18 or June 1 so the next meeting could be
scheduled.

Dr. Hall adjourned the meeting at 1:05 p.m.

Robert B. Hall, Jr., President

Sandra K. Reen, Executive Director

Date

Date
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VIRGINIA BOARD OF DENTISTRY APPROVED

DENTAL ILABORATORY WORK ORDER FORM
This fotm is prescribed by the Board for use by its licensees as required by §54.1-2719 of the Clode of Virginia. A
licensee shall provide all the information required to complete the form. A licensee neay use & different form only if

ail the required information on this form is collected and conveyed.

PATIENT NAME, INITIALS or ID#:

Laboratory Name: Uppar Right Upper Left

Physical Address:

E-mail Address:
Contact Person:

Description of work to be done (include diagrams if
needed):

Specify the type and quality of materials to be used:

Dentist’s Signature: Date:
Dentist’s Name Printed: Dental License #
Dentist’s Address; Telephone:

Dentist’s Emait Address:

Instructions to Lab
Laboratory must furnish dentist with subcontractor work order Jorm if the dental lab uses a subcontractor and must

comply with all items below:
1. Prior to beginning work, the prescribing dentist must be notified of any foreign subcontractor involved in

fabrication or component/materials supply.
2. Prior to beginning work, the prescribing dentist must be notified of any domestic subcontractor involved in

fabrication or component/materials supply.

Preseribing dentist must be notified of all materials in the delivered appliancefrestoration.

4. Prescribing dentist must be notified in writing that materials in the delivered appliance/restoration DO NOT
contain more that very small trace amounts (less than 200 ppin) of lead or any other metal not expressly
prescribed,

5. Before retuming finished case to prescribing dentist, the fabricated appliance/restoration must be cleaned

disinfected, and sealed in an appropriate container or plastic bag.

hed
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VIRGINIA BOARD OF DENTISTRY APPROVED
DENTAL LABORATORY SUBCONTRACTOR WORK ORDER FORM
This form is prescribed by the Board as required by §54.1-2710 of the Code of Virginia for use by dental laboratories
to subcontract work orders from dentists licensed and practicing in Virginia. A denta] laboratory shall provide all the
information required 1o complete the form. A different form may be ased only if all the required information on
this form is collected and conveyed. A copy of the signed work order received from the prescribing dentist shalf be

attached.

PATIENT NAME, INITIALS or ID#:

Subconfractor Name: Upper Right Upper Left

Physical Address:

E-mail Address:
Contact Person:

Contact information of the prescribing dentist:
Name:

Address:
Telephane:
Email Address:

A copy of the signed work order received from
the prescribing dentist is attached.
Yes No

Lowey Right Lowvser Lafh

Additional instructions for the handling, construction or repair of the appliance:

Contact information of persen, firm or corporation issning Subcontractor Work Order Form:

Signature; Date:
Name Printed; Telephone:
Address:

Email Address:

Instructions to Lab
Subcontracior laboratory must comply with all items below:
1. Prior to beginning work, the prescribing dentist must be notified of any foreign subcontractor involved in

fabrication or component/materials supply,

2. Prior to beginning work, the prescribing dentist must be notified of any domestic subcontractor involved in
fabrication or component/materials supply.

3. Contracting laboratory must be notified of all materials in the delivered appliance/restoration.

4. Contracting laboratory must be notified in writing that materials in the delivered appliance/restoration DO NOT
contain more that very small trace amounts (Jess than 200 ppmy) of lead or any other metal not expressly
prescribed. '

5. Before retumning finished case to prescribing dentist, the fabricated appliance/restoration must be cleaned,

disinfected, and sealed in an appropriate container or plastic bag.
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2012 SESSION
INTRODUCED

12100510D
HOUSE BILL NO. 267

Offered January 11, 2012
Prefiled January 10, 2012
A BILL to amend and reenact §§ 54.1-2700, 54.1-2712, and 54.1-2719 of the Code of Virginia and to
amend the Code of Virginia by adding in Article 1 of Chapter 27 of Title 54.1 a section numbered
34.1-2708.4, relaring to registration of dental laboratories.

Patron—Peace

Committee Referral Pending

Be it enacted by the General Assembly of Virginia:

1. That §§ 54.1-2700, 54.1-2712, and 54.1-2719 of the Code of Virginia are amended and reenacted
and that the Code of Virginia is amended by adding in Article 1 of Chapter 27 of Title 54.1 a
section numbered 54.1-2708.4 as follows:

§ 34.1-2700. Definitions. ‘

As used 1 this chapter, unless the context requires a different meaning:

"Board" means the Board of Dentistry;

"Dental hygiene” means cleaning and polishing teeth and assisting the members of the dental
profession in providing oral health care and oral health education to the public;

"Dental hygienist” means a person trained in the practice of and practicing dental hygiene;

"Dental laboratory” means any individual or business entity engaged in the manufacture or repair of
dental prosthetic appliances;

"Dentist" means a person who has been awarded a degree in and is licensed to practice dentistry;

"Dentistry” means the evaluation, diagnosis, prevention, and treatment, through surgical, nonsurgical
or reldted procedures, of diseases, disorders, and conditions of the oral cavity and the maxillofacial,
adjacent and associated structures and their impact on the human body;

"License” means the document issued to an applicant upon completion of requirements for admission
to practice dentistry or dental hygiene in this Commonwealth or upon registration for renewal of license
to continue the practice of dentistry or dental hygiene in this Commonwealth;

“"Maxillofacial" means pertaining to the jaws and face, particularly with reference to specialized
surgery of this region-;

"Oral and maxillofacial surgeon" means a person who has successfully completed an oral and
maxillofacial residency program, approved by the Commission on Dental Accreditation of the American
Dental Association, and who holds a valid lcense from the Board:,

"Work authorization"” means a written instrument executed by a registered dental laboratory by
which such dental laboratory subcontracts all or part of the fabrication or repair of a dental prosthetic
appliance authorized by a work order to another dental laboratory. A work authorization may be
handwritten and may be faxed or sent electronically using an electronic signature, and shall, at a
minimum, contain: (i) the name and address of the subcontractor; (i} a number identifying the work
authorization with the original work order; (ili) the date the work authorization. was written, (iv} a
description of the work to be done by the subcontractor including diagrams, if necessary; (v) a
specification of the type and quality of materials to be used: and (vi} the signature of the person issuing
the work authorization; i

"Work order” means a written instrument executed by a dentist and directed to a registered dental
laboratory authorizing the manyfacture or repair of a dental prosthetic appliance for such dentist. A
work order may be handwritten and may be faxed or sent electronically using an electronic Signature
and shall, at a minimum, contain: (i} the name and address of the registered dental laboratory; (ii) the
patient’s name or initials or an identification number; (iii) the date the work order was writien, (iv) a
description of the work to be done, including diagrams, if necessary; (v) specification of the type and
quality of materials to be used; and (vij the signature and address of the dentist.

§ 54.1-2708.4. Registration of dental laboratories.

No person shall operate a dental laboratory in the Commonwealth without first registering such
dental laboratory with the Board. A dental laboratory shall be consideved to be operating within the
Commonwealth if its work product is prepared pursuant to a work order originating within the
Commonwealth.

However, dental laboratories that operate as an in-office lab, under the direct supervision of a
licensed dentist, or in an educational instittion as part of the institution’s educational program, shall be
exemp! from registration, provided that such laboratories do not also operate pursuant fo work orders
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originating from outside the supervising dentist’s office or educational institution.

The Board shall develop regulations governing the operating of dental laboratories, which shall
require dental laboratories to: .

L. Practice infectious disease control as required by the U.S. Occupational Safety and Health
Administration;

2. Disclose to dentists the U.S. Food and Drug Administration registration number of all patient
contact materials contained in prescribed restorations. Such numbers shall be included in the patient's
record;

3. Disclose to dentists the point of origin of the manufacture of the prescribed restoration. If the
restoration was partially or entirely mamifactured by a third-party provider, the point of origin
disclosure shall identify the portion manufactured by a third-party provider and the city, state, and
country of such provider;

4. Perform any manufacture or repair of dental prosthetic appliances only pursuant to o valid work
order or a valid work authorization from a registered dental laboratory, authorized by a valid work
order. A subcontractor working pursuant to a valid work authorization, and the dental laboratory
issuing the work authorization shall retain such authorization, along with the work order from the
licensed dentist, for three years.

3. Allow the Board or its agents to inspect its files of work orders or work authorizations during
ordinary business hours.

§ 54.1-2712. Permissible practices.

The following activities shall be permissible;

1. Dental assistants or dental hygienists aiding or assisting licensed dentists, or dental assistants
aiding or assisting dental hygienists under the general supervision of a dentist in accordance with
regulations promulgated pursuant to § 54.1-2729.01;

2. The performance of mechanical work on inanimate objects only, for licensed dentists, by any
person employed in or operating a regisiered dental laboratory;

3. Dental students who are enrolled in accredited D.D.S. or D.M.D. degree programs performing
dental operations, under the direction of competent instructors (i) within a dental school or college,
dental department of a university or college, or other dental facility within a university or college that is
accredited by an accrediting agency recognized by the United States Department of Education; (if) in 3
dental clinic operated by a nonprofit organization providing indigent care; (iii) in governmental or
indigent care clinics in which the student is assigned to practice during his final academic year rotations;
(iv) in a private dental office for a limited time during the student's final academic year when under the
direct tutorial supervision of a licensed dentist holding appointment on the dental faculty of the school
in which the student is enrolled; or (v) practicing dental hygiene in a private dental office under the
direct supervision of a licensed dentist holding appointment on the dental faculty of the school in which
the student is enrolled;

4. A licensed dentist from another state or country appearing as a clinician for demonstrating
technical procedures before a dental society or organization, convention, or dental college, or performing
his duties in connection with a specific case on which he may have been called to the Commonwealth;
and

5. Dental hygiene students enrolled in an accredited dental hygiene program performing dental
hygiene practices as a requisite of the program, under the direction of competent instructors, as defined
by regulations of the Board of Dentistry, (i) within a dental hygiene program in a dental school or
college, or department thereof, or other dental facility within a university or cotlege that is accredited by
an accrediting agency recognized by the United States Department of Education; (i) in a dental clinic
operated by a nonprofit organization providing indigent care; (iii) in a governmental or indigent care
clinic in which the student is assigned to practice during his final academic year rotations; or (iv) in a
private dental office for a limited time during the student's final academic year when under the direct
supervision of a licensed dentist or licensed dental hygienist holding appointment on the dental faculty
of the school in which the student is enrolled.

§ 54.1-2719. Employing registered dental laboratories.

A. Licensed dentists may employ or engage the services of any persen; firm OF corperation registered
dental laboratory to construct or repair, extraorally, prosthetic dentures, bridges, or other replacements
for a part of a tooth, a tooth, or teeth. A persen; firm or corporation se emploved et engaged registered
dental laboratory shall not be considered to be practicing dentistry. No such persen; frm or
corperationregistered dental laboratory shall perform any direct dental service for a patient, but they
may assist a dentist in the selection of shades for the matching of prosthetic devices when the dentist
sends the patient to them with a written work order.

B. Any licensed dentist who employs the services of smy pesmen; firm or eerperation a dental
laboratory not wetling infunctioning as part of 2 dental office under his direct supervision to construct
or repair, extraorally, prosthetic dentures, bridges, replacements, or orthodontic appliances for a part of a
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tooth, a tooth, or teeth, shall furnish such persen; fism or corporation dental laboratory with a written
work order on forms prescribed by the Board whick shall; at minimum; contain: (i) the name and
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The persen; firm or eomporation denfal laboratory shall retain the original work order and the dentist
shall retain a duplicate for three years.
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Preface

Public Comment

Comments and suggestions may be submitted a any time for Agency consideration to Dockets
Management Branch, Divison of Management Systems and Policy, Office of Human Resources
and Management Services, Food and Drug Adminigtration, 5630 Fishers Lane, Room 1061,
(HFA-305), Rockville, MD, 20852. When submitting comments, please refer to the exact title
of this guidance document. Comments may not be acted upon by the Agency until the
document is next revised or updated.

For questions regarding the use or interpretation of this guidance contact Paula Silberberg at
301-796-5844 or e-mail at paula.silberberg@fda.hhs.gov.

Additional Copies

Additional copies are available from the Internet at:

http:/Aww.fda.gov/cdriy ohip/guidance/1128.pdf. Y ou may also send an e-mail request to
dsmica@fda.hhs.gov to receive an e ectronic copy of the guidance or send a fax request

to 301-847-8149 to receive ahard copy. Please use the document number (1128) to identify
the guidance you are requesting. Additiona information can aso be found at

http:/Aww .fda.gov/cdrivhumanfactorshtml and a

http:/mww.fda.gov/cdrivdesignlabod .html


http://www.fda.gov/cdrh/designlabel.html
http://www.fda.gov/cdrh/humanfactors.html
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Guidance on M edical Device
Patient L abeling

This document isintended to provide guidance. It representsthe Agency’s current
thinking on thistopic. It does not create or confer any rightsfor or on any person
and does not operate to bind the Food and Drug Administration (FDA) or the
public. An alternative approach may be used if such approach satisfies the
requirements of the applicable statute and regulations.

| ntroduction:

What isthe purpose of this guidance?

This guidance serves adua purpose:
(1) to asss manufacturersin their development, and
(2) to assst Center reviewersin their review and evauation

of medica device patient labeling to help make it understandable to and usable by patients (or
family members or other lay persons caring for patients).

The writing style we have adopted in this guidance is targeted to manufacturers, since they will
be developing the medica device patient labding.

When trandating the professiond labe into lay language, take care to ensure that it does not
dter theintent of the indications, contraindications, warnings and precautions, or other parts of
the professona labdling. The lay trandation should aso provide a balanced presentation of
adverse events and the risks and benefits of the device. It should not introduce new claims that
are not in the professond label. Device labding evolves throughout the review process.
Therefore, it is your responghbility to ensure that the patient [abel is congstent with the fina
professond labdl.

What ismedical device patient labeling?

Medica device patient labeling is any information associated with a device targeted to the
patient or lay caregiver. It isintended to help assure that the device is used safely and
effectively. Thislabeling may pertain to therapeutic, retorative, diagnostic, or cosmetic devices.



Medica device patient labding is supplied in many formats, for example, as patient brochures,
patient leaflets, user manuds, and videotgpes. Thislabeling isintended to be supplied, or given
to and used by patients or their lay caregivers with or without accompanying professiona
counsding. Medica device patient labeling may accompany devices intended solely for
physicians to operate, devices for both physicians and patients or lay caregiversto operate, and
devices operated solely by patients or their lay caregivers.

Why ismedical device patient labeling important?

Medica device patient labeling is essentid to assure safe and effective use of many, but not all,
devices. It informs patients or their lay caregivers about proper use, risks, and benefits of the
device in language they can understand.

Medicd device patient labeling asssts patients or their lay caregivers in understanding the
device; its operation, care, and maintenance; the way it interacts with the body to accomplish its
purposg; its place and purpose in the patient care regimen; and any safety or disposal issues.

Petient labeling isimportant for al devices operated by lay users. Adequate directions for
operating the devices are needed to make devices safe and effective. For example, as more
patients use complex medica devices a home, medica device patient |abeling becomes
necessary to better communicate to the lay person how to operate the device.

What arethe general typesof information that may beincluded
in medical device patient labeling?

There are two generd categories of information that may be included in medica device patient
labdling:

@ risk/benefit information; and
2 ingructions for use.

Risk/benefit information is information people need to decide to use adevice or haveit used on
them. Thisinformation aso adlows the users to become aware of potentia problems with the
device. It might include, as gppropriate to the device:

aufficient descriptive information to tell what the device is and what it is used for,
types of people and situations for whom the device would not be agood choice,
risks and benefits to the patient or environment associated with the uses of the
device,

information about maintaining the device or identifying potentid problems with the
device,



aternative therapeutic and diagnostic choices available, and/or
other information to enable the person to make an informed decision about the
device.

Devices that would have patient |abding congsting primarily or completely of risk/benefit
information might be: implants that have no externd patient interface once they are implanted, or
prescription diagnostic or thergpeutic devices that the patient is actively involved in choosing
(e.0., laser eye surgery, lithotripsy, intraocular lenses).

Ingtructions for Use are the procedurad steps to follow in setting up, using, cleaning,
troubleshooting, and storing adevice. Thisinformation condtitutes the “how to” for the device.

Devices that might have patient labeing that would include ingtructions for use would be those
the patient or lay caregiver hasto set up, operate, clean, etc. They might include such devices
as suction equipment, intravenous infusion pumps, physica thergpy equipment, or transdermal
electrical nerve simulation (TENS) devices.

There are many types of medica devices for which the medica device patient labeing would
have both risk/benefit and ingtructions for use information.

When should you use medical device patient labeling?

Medica device patient labeing should be supplied whenever it can benefit patients or lay
caegivers. Patientsor lay caregivers benefit from this labeling by increasing their knowledge
about the device. Knowledgesable users are more likely to use the device as you intend.

Y ou should know the informational needs of your target audience in order to determine if patient
labeling is necessary. Does your audience need or want specific information? Isthere
something unique about the device (e.g., diagnogtic test) that needs to be explained to the
patient? Does your audience dready know the information?

The following examplesillustrate Situations where you should consider developing patient
labding. The stuations are grouped into risk/benefit information and instructions for use.

Y ou should consider developing risk/benefit information when patients or lay caregivers need to:

give persond hedth information to aid their hedth care practitioner in deciding to use or not
use devices in prevention, trestment, or diagnodis of an illness (e.g., magnetic resonance

imaging (MRI));
select among Smilar devices or device procedures,

be involved in deciding whether to have a procedure involving the device; and/or



understand the effect or influence of the device on the patient or others (e.g., orthopedic
rods, screws, and fixation devices, genetic screening).

Y ou should consider developing indtructions for use when patients or lay caregivers need to:
maintain the device;

monitor and report on the operation or output of the device (e.g., pacemakers, glucose
monitors);

explain the operation of the device to others, such as a practitioner caring for another
condition of the patient;

explain the patient’s medica Stuation to others, such as when lay caregivers or others need
to understand the requirements of care or the dterations of lifestyle associated with care in

the use of the device

know how to dter ther lifestyles or care regimens to properly integrate the use of the
device; and/or

know how to safely dispose of the device.

Y ou should consider developing both risk/benefit information and ingructions for use when
patients or lay caregivers need to:

operate, interpret, and manipulate the device (e.g., programmable implants, home
pregnancy test kits, ostomy supplies);

know how to be careful in using the device, such as understanding the basis for warnings,
precautions, and contraindications; and/or

cooperate with the prevention, trestment, or diagnosis of anillness (e.g., preparation for
bone density scan, drugs of abuse test kits).



When ismedical device patient labeling not usually necessary?
Medicd device patient labeling is not usudly necessary when:

apatient will have no opportunity to benefit from the labeling.  The following are typica
gtuations.
The deviceisatool of the hedth care practitioner and the patient is not involved in
the choice of the device.
The device isatool of the health care practitioner and the patient has no control
over or access to the device.
The patient can contribute no useful information, such as sengtivities or aversonsto
materids or abilities to cope with sequelae of device use, that would help the hedlth
care practitioner choose or use the device.

Examples of these types of devices include blood pumps, scapels, or other
surgical insruments.

apatient’s opportunity to benefit from patient labeling is outweighed by the risk of dlowing
him the opportunity in an emergency. Thefollowing isatypicad Stuation.

Timeis of the essence so that involving the patient, family member, or lay caregiver
to help decide on whether to use the device or select anong severd devices or
procedures using devices would be more risky to the patient’ s hedlth than not
involving him. In this case, the hedlth care practitioner subordinates the patient’s
right to know, choose, and decide to his obligation to give prudent care.

Examples include devices and device procedures whose need arises
unexpectedly and intraoperatively. The patient has no opportunity to read
patient labeling before the procedure, such asin the case of some catheters or
drains.

What should you consder when identifying a method to distribute
the medical device patient labeling?

To increase the likelihood that the patient labeling will reach the patient and be read by the
patient or caregiver, consder:

When should the patient labeing be provided?

Must an intermediary, such as a hedth professond or a supplier, pass dong the patient
labeling or can it be provided directly to the patient?

If an intermediary isinvolved, will there by any logigtical difficulties in passng the patient
labeling dong and can these be overcome?



What are the obstacles to the patient Iabeling reaching the patient, and what are the
solutions to these obstacles?

If you have aWeb sSite, consder placing patient [abeling there to help patients get the most up-
to-date information.

During pretesting with your target audience, you can ask what method of digtribution the

audience would prefer and assess experience they have had in the past with the distribution of
patient labeling. (See Appendix F Pretesting.)
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Suggested Content of Medical Device
Patient L abeling:

Deter mining Seqguence and Content:

We are suggesting the sequence and content of the following headings for patient labeling. We
have drawn much of thisinformation from FDA's Draft Report on Medica Device Labding:
Petients and Lay Caregivers’ Medica Device Information and Labeling Needs, Results of
Qualitative Research.” (See References — Sequence))

Medicd device patient labding should flow logicdly in brief, Smple, clear language with
highlighting to guide the user to the desired information to meet the need a the moment. The
content should be sequenced in away that islogica for the intended user, with the most
important information presented first. Notice that Smilar information in this suggested sequence
is grouped (chunked) together, an organizationd technique that participantsin FDA’s medica
device patient labeling focus groups said they liked. (See References— Sequence.)

A “one szefitsdl” gpproach does not work with patient labeling, so the content, and in some
cases the sequence, may vary depending on the target audience and the purpose of the medica
device patient labding. Not al of the following headings apply to dl medica device labding.
For example, medica device patient labeing presenting only risk/benefit information might not
contain headings related to ingtructions for use.

Through pretesting, such as focus groups, you can systematicaly gather target audience
reactions to your specific medica device patient labeling' s content, sequence, and format. Also,
you may find in your pretesting that different wording for the suggested headings is gppropriate.
(See Appendix F Pretesting.)

Table of Contents:

Include atable of contentsif the medica device patient labdling is lengthy and/or complex. This
helps readers quickly and easily find the information they need.

Glossary:

If aglossary isused, placeit after the table of contentsto alert readersthat it isthere to help
them. Whether or not aglossary is used, definitions should appear in the text.
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Descriptive | nfor mation:

Pur pose of the device (indicationsfor use):
Briefly describe the FDA cleared or approved indications for use.
Description of the device:

Give abrief physica description of the device, its parts and accessories. A graphic may be the
smplest and clearest way to describe adevice. All parts of the device shown in the graphic,
such as switches, dials, and meters, should be labeled with numbers, letters, or words. The
function or purpose of each labeled item should be briefly described in the text of this section.
Also, lig materiasin the device so patients with hypersengtivities can easly identify their risks.

When the device should not be used (contraindications):

Tl when adevice should not be used (contraindications). Contraindications are conditions
under which the device should not be used because the risk of use clearly outweighs any
possible benefit. There may be persons in whom the device should not be used because of their
hedlth status. For example, the device may be contraindicated for pregnant women.

List known and reasonably foreseeable hazards, not theoretica possibilities. For example, if
hypersengtivity to a materia in the device has not been demongtrated, it should not be a
contraindication. However, if hypersengtivity to amaterid has not been sufficiently studied
and/or is not scientificaly documented, clearly state that information.

Contraindications to the use of a device could include:

demondtrated hypersenstivity to a materid where there is patient contact with the
device,

substantial risk of being harmed because of patient characterigtics (e.g., age, gender,
accompanying therapy, disease state, hedth status), or

continued use in the face of an unacceptably hazardous adverse event.



Risks and bene€fits:

To make an informed choice about amedica device, a patient must have athorough
undergtlanding of the effects and expectations associated with that device. We characterize this
as “risk/bendfit” information because the decision making process typically involves the weighing
of the pogitive and negative effects and expectations. Itisagloba concept that may include a
number of specific types of information, depending on the device and the target audience.

The god of risk/benefit information as gpplied to medica device patient |abeling isto provide
the patient with information about the risks and benefits associated with a device or procedure
in amanner that is meaningful to the user. Risks and benefits conveyed in an effective and
meaningful way to the user should aid the user in deciding whether to use adevice, or undergo a
procedure that uses a device, and to motivate the user to use the device as labeled.

General guidance for developing risk/benefit infor mation:

Anticipate and respond to peopl€e' s concerns about their persona risk, or any risks
to the environment or society from the use or disposal of the device.

Carefully word messages that may arouse fear and anxiety.

Tdl patients what they can do specificaly to avoid risks.

Describe risks and benefits clearly and specificaly.

State both benefit and risk information in the same way (e.g., quditative or
quantitative), if possible.

Be positive in the risk messages. For example, state what the patient can do to
overcome risk.

(E.g., “In rare cases a sweat rash can develop in the contact area. If a swegt rash
develops, take the silicone sheet off for afew days, then gart again....”)

Baance risk and benefit information. Present factual risk and benefit information
without any attempt to influence the patient.

Pretest risk messages to indicate how effective they are. (See Appendix F
Pretesting.)

Use graphs and other visua materids to communicate risk information. Visuas
should be colorful enough to attract attention and simple enough to be
understandable at aglance. Combining visuads with brief text that containsthe
“take-home” message can help to ensure more accurate interpretation of risk
information.

Inform and educate people about risks by using risk comparisons that compare
risksthat are smilar or closely related.
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The content of risk messages:

Risk messages should closaly reflect the perspective, technica capacity, and concerns of the
target audience. The message should:

include specific actions that people can take, evenif it isonly to tell them whereto
go to get further information or assstance.

avoid usng vague or unfamiliar termsto characterize therisk (e.g., “some women,”
“fourfold,” “lifetimerisk”). Word choice greetly influences how people atend to
risk information (eg., “risk” rasesdarm, “chance’ minimizes darm).

respect the audience by addressing peopl€' s vaues, preferences, and concerns
(e.g., Tel patients about a change in their appearance, such as scarring.),

seek drictly to inform, not influence.

assume the audience hasllittle technical knowledge when in doubt about the
audience.

show empathy — with Satements that illustrate caring.

provide facts - two to three bits of supporting data.

use vivid, concrete images, examples, and anecdotes that communicate on a
persond level and make technical risk data come dive.

limit the comparisons to risks that are Smilar or closdy related when making
comparisons.

caution againgt unwarranted conclusions.

provide information on consequences of decisions in a balanced manner.

Risk messages:

should provide a source for more information.

should acknowledge uncertainties, including lack of currently avallable
scientific knowledge.

should include andogies.

may discuss the nature of the risk.

may include dternatives.

may discuss benefits.

The content of benefit messages:

Present balanced benefit information.
|dentify outcomes.
Edtimate the magnitude of outcomes in away that is meaningful for readers
to understand.
Evduate the benefit for individuas.
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Evaluation of the effectiveness of the risk/benefit infor mation:

It isimportant to evauate the effectiveness of the risk/benefit information by testing it. (See
Appendix F Pretesting.)

Is there adequate awareness of the risks and benefits, and their potential
consequences?

Is there knowledge of the risks and benefits, and what steps can be taken to lessen
the risks?

What are the attitudes toward the risks and benefits?

What isthe behavior toward the risks and benefits?

Expectations of the device and the procedur e associated with the
device:

Tell the patient what to expect before, during, and after a surgical procedure and/or the use of
the device. If gppropriate, give ingtructions on post-operative or post-procedurd care. If the
deviceis one that the patient operates, and the medical device patient labeling has an “ Operating
Information” section, the information on what to expect could be included in that section.

General warnings and precautions:

Note: Pleaseread the detailed discussion in Appendix E of definitions, purpose,
content, format, placement, and other issuesreated to warnings and precautions.

Embedded in the concept of risk/benefit information is the type of information known as
“general warningsand precautions.” Thisisthe specific hazard dert information that a user
needs to know before using the device. Provide thisinformation early in the labding. Present it
according to the dinica sgnificance of the item to assist the reader in understanding the rdative
importance of the information. By the time readers get to the information on warnings and
precautions in the labding, they have probably dready made the decision to use the device. At
this point, the users know the global risks and benefits, but need specific information to avoid or
reduce a particular hazard associated with the use or digposa of the device. It may be
appropriate to include genera warnings and precautions in a presentation of risk/benefit
information for a device where that information might have bearing on the decison to use the
device aswell as on the actud safe use, operation, or disposal of the device.

Warnings and precautions tell the reader about hazards, other than those thet are

contraindications to device use. Warnings and precautions provide information on how to avoid
these hazards, i.e., sources of harm in the use of the device.
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Importance of the need to adhereto a careregimen:

State why it isimportant to follow the care regimen explained in the medica device patient
labeling. Thiswill help to motivate the user to follow the ingtructions.

Oper ating | nfor mation:

The user needs to know what to do, how to do it, and when to do it. The operating instructions
should:

focus on how to operate the device. It isusudly not necessary to provide a detailed
explanation for lay users of the mechanism of action of the device or why it does what it
does. That approach can lead to information overload.

assume that the user does not have device or medical knowledge or ability.

provide logically ordered steps for the task and make the user aware of the importance of
doing the stepsin order.

state the purpose and the expected outcome of each task.

tell the user what steps are essentid and which ones are optional.

be written a an eighth-grade reading level or below to reach most of the population.

be clear thefirst time they are read. Many people do not reread something they do not
understand.

Setup instructions:

Give dear setup ingructions. If auser is not respongble for the setup of the device, tell the user
this and omit the setup ingtructions.

Include in setup ingtructions for the lay user:

apatslig, if appropriate.

list of materids and tools needed for setup.

unpacking ingructions, if gppropriate.

ingtructions on proper disposa of packing materias or how to return packaging to you for
reuse.

directions for where the device should be placed, such asatabletop or floor. Also sate if
the device should remain in one place after setup.

any warnings or safety ingdructions specificaly reated to setup, placed right before the
corresponding task or instruction.

results of incorrect setup.

numbered setup ingruction stepsin logica order.
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any specia preparation required before first use of the device, such as cleaning or
disnfecting.

gpace to write in user-specific ingtructions.

who to cdl if thereisa problem. You may refer users to the assistance section in the
medica device patient labeling.

Checkout procedures:

If the device requires any type of checkout procedure for safety and effectiveness, clearly and
completely explain this process. Thistask may be as smple as a visud ingpection of the device.
Other examples of checkout procedures are calibration and quality control checks.

Include:

when the checkout should be done, such as at the time of setup and/or before each use.
step-by-step procedures for checking proper function of necessary parts of the device.
what to do if the checkout shows that the device is not working properly.

who to call if thereisaproblem. You may refer usersto the assstance section in the
medica device patient labeling.

A clock or calendar graphic may be useful to show the user correct times or days to check the
device.

Operating instructions:
Give cdlear and easy-to-follow operating ingructions. These ingtructions should include:

specia preparation the user needs before operation, such as handwashing or device warm-
up procedures.

any warnings or safety ingructions specificaly related to operation, placed immediately
before the corresponding task or ingtruction.

results of incorrect operation.

operating stepsin logica order, with the expected results.

gpace for user-specific ingructions.

who to call if thereisaproblem. Y ou may refer usersto the assstance section in the
medica device patient labeling.

I mportance of the need to monitor the activity of the device:

State the importance of monitoring the activity of the device. This section explains that the user
needs to make sure the device is acting the way it should. Give examples of what to check to
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make sure the device sill works properly. For example, check to see that leads are connected,
wires are not damaged, and the power is supplied to the device.

Cleaning instructions:
Give clear and complete cleaning ingtructions.

List the supplies needed.

Give step-by-step procedures.

State how often to clean the device.

Tdl the user what cleaning accomplishes.

Tdl the user what the results of failure to clean will be.

Include appropriate warnings and precautions for cleaning agents.

Describe the results of using improper cleaning solutions or methods.

Include suggestions for the proper disposal of the suggested cleaning agents, if appropriate.

Description of maintenance and who should do it:

Clearly describe what maintenance actions are the responsbility of the user.

If aparticular kind of user, such asthe lay user a home, is not responsible for maintenance,
briefly outline proper maintenance actions, who is responsible, and how often the action
should be done. Thelay user will then know what to expect and can take action if proper
maintenance is not provided.

If the device has some maintenance procedures to be done by the user and some done by
others, such as the biomedica engineer, you may wish to write this section in two parts.
The two parts will help make clear to users what they should and should not be doing to
maintain the device.

Storage instructions:

Clearly describe proper preparation for storage and storage conditions. State the results of
improper storage conditions. If extended storage may affect the device, inform the user. 1t may
be necessary to include information that addresses extended storage in the sections on setup,
checkout, operation, and maintenance.

Expected failure time and mode and its effect on the patient:

State how long the device will last. State what to expect when the device fails. Let the user
know if it falls safely or dangeroudy and the effect on the patient. Include this type of
information in the Risks and Benefits section of the medicd device patient |abding if

appropriate.
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I nstructions on how to safely dispose of the device:

When appropriate, explain how to safely digpose of the device (e.g., mercury containing
devices, shaps). Include your take-back information, recycling options, and refurbishment
options.

I nstructions on accessories:

If the device comes with or is used with accessories, discuss dl appropriate content areas for
each accessory. Y ou could have a separate accessories section or include information on the
accessories in the content areas that apply.

Y ou may need to include agenerd warning at the beginning of the medica device patient
labeling advisng users of problems that may occur if they use accessories other than those you
recommend.

Instructions on related, additional devices:

If the patient will receive an additional device after an operation or procedure, include
information about the additiond device in the medica device petient labeling. Describe why this
additiona device would be needed, what symptoms might be expected post-trestment, and any
other information about the additiona device that impacts the safe and effective use of the
primary device. A typica Studtion iswhen a patient who has had a home infuson pump with a
peripherd line dso receives acentrd line.
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Troubleshooting | nfor mation:

Troubleshooting:

Provide an easy-to-find troubleshooting section. When a problem occurs, troubleshooting helps
determine if the problem is with the device or with the patient’s condition. Anticipate any
problems the user may have with setup, operation, or maintenance. Provide solutions for these
problems in the troubleshooting section. Group smilar problems, such as problems with darms,
and highlight each group heading. Highlighting makesit easy to find each group of problems and
the specific problemsinit. Put the most life-threstening problems first in each section.

Format this section o that the user can locate specific problems quickly. The troubleshooting
section could be atable with a column for signs of trouble and a column for actions.

Clearly describe the symptom of each problem in as few words as possible so that the user can
easly match the description to the problem observed. If your device digplays error messages,
list them and what they mean. Explain the steps necessary to correct the problem. Do not
confuse the reader with technica reasons for problems unless the reasons are important to the
corrective action.

If there are problems that users cannot or should not try to solve themsalves, include warnings
or precautions and tell them how to get help.

Ingtruct usersto cal their hedth care professonas for emergency assistance if troubleshooting
reveals a patient hedth problem rather than a device problem.

Note: Putting assstance information in this section does not diminate the need for a
separate assistance section. (User assistance information is discussed in alater section.)

Tell the user how to report undesirable outcomes (adverse events). For example, the user
would report mafunctioning of the device, mistakes in usng the device, or injury from the use of
the device.

Additional | nformation:

There are certain categories of information that not al patients want in medica device patient
labding. We refer to these categories as “ additiona information.” Additiona information
includes such categories as clinica studies and adverse events. Whether or not to include a
particular category depends on the needs of the target audience of the particular medica device.
Y ou may want to include additiond information in gopendices in the medica device petient
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labeling, or advise the reader that it is available on demand. For example, tell the reader to cdll
the user assistance toll-free telephone number, contact the physician, or go to an Internet Ste.

FDA’smedica device patient labeling focus testing has shown that some patients like dl the
additiona information, but most prefer to seeit at the end of the document or have it available
on demand so they can choose to read it or not. (See References — Additional Information.)

Clinical studies:

When developing clinica study information for patients, whether as part of the patient labeling to
accompany the device, or asan “on demand” piece, make sure it iswritten in smple, plain
language.

Disease and self-car e information:

Members of some target audiences may benefit from disease and self-care information. For
example, a patient undergoing bone densitometry benefits from information about osteoporosis.

Adverse events:

When gppropriate, provide information about any adverse events. Devices whose applications
are supported by clinical tridswill have data about adverse events that occurred during these
trials and that may be of vaue to the device user. Other devices may have adverse event data
from other sources, e.g., published literature or experience with smilar devices. The detail in
and the need to include an Adverse Events section depend on the benefit of these data to the
device user. For adevice cleared under Premarket Notification, which was not supported by
clinicd dudies, the Adverse Events section might include only potentid adverse eventsand a
gatement of the source of the information.

Include potentiadly fatal adverse eventsin the Warnings and Precautions section, or the
Contraindications section.

If appropriate, follow the listing of adverse events with statements directing the reader to other
sections of the labeling for additiona information regarding these adverse events and any steps
to take to avoid them.

Warranty:

When gppropriate, provide any warranty information. Also, for devicesintended to be
implanted in the human body for more than one year, consider providing acard or sticker listing
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the manufacturer of the implant, date implanted, mode number, ot number, size, type, or any
other appropriate descriptive information. Patients can keep this as part of their persona
medical records.

Travel or international use:

If apatient could travel with the device, provide gppropriate travel ingructions. For example,
tell the patient if the medica device is not compatible with foreign power sysems. The patient
will need an adapter, and may need a converter to convert to the proper voltage. Also, tell the
patient to check with the carrier to confirm that the device can be carried and/or used on the
arplane.

| ndex:

Provide an index if the medica device patient labeling is lengthy and/or, complex. This helps
readers quickly and easily find the information they need.

Date of Printing:

Put the date that the medica device patient |abeling isissued or revised where it can be easly
found (e.g., cover or last page). FDA requires dated labeling for prescription devices
(21CFR801.109(e)) and recommendsit for all other devices.

User Assistance | nfor mation:

Design aclearly marked section that advises users on how to get help for problems with the
device. FDA’smedica device patient labeling focus groups indicated that userslook at the end
of the medica device patient labeling for the user assstance information, athough it can be
included in other places in addition to the end. (See References— User Assistance
Information.) This section should be very easy for the user to find. It may beassmpleas
putting the customer assistance number near the company name, device name, and model
number. The medicd device patient labeling can include a toll-free number or the number for
customer assistance, as well as an Internet address.

Provide space near the user assistance information, with appropriate identifying terms, for phone
numbers of the medica equipment supplier, the home hedth care agency, the doctor, the

referral for disposa of the device, and/or any other appropriate points of contact for the typical
user.

Note: Idedly, your toll-free number should be on the device.



Appendix A
Readability:

Readability defined:

Readability is defined as the ease of understanding or comprehension achieved by the style of
writing. Reading involves both decoding and comprehenson. The reader must be able to
recognize (decode) the words in the medica device patient labeling as well as comprehend the
meaning of the text. We encourage you to follow the following guidance to assess and enhance
reedability.

Assessing readability:

To assess readability, analyze quditative factors (e.g., explanation of jargon, careful
organization) in combination with quantitative factors (results of readability formulas). You
should test the medica device patient |abeling with a sample of likely, representative users of the
device.

A qualitative analysis:

Use these qudlities in the text to enhance the reader’ s comprehension of the medica device
patient labding:

Define complex medica terminology and jargon when it first gppearsin the text.
Carefully organize medica device patient labeling from a user’s perspective (organized in
the way the user will use theinformation). Repegt important points and summarize
important information, to increase the reeder’ s recall and reading comprehension. The
reader will remember the message when key points are reinforced.

Organi ze sections with headings and questions.

A quantitative analysis (readability formulas):

Thereading level of the medicd device patient labeing should be no higher than the eighth-
grade levd, the average reading level among adults. To predict the reading leve of the medica
device patient labeling, use the readability formulas (manud or software programs) avallable.
(See References. Readahility.)

Readability formulas use semantic (vocabulary difficulty) and syntactic (sentence length) factors

to predict the readability of the medical device patient labeling. If the reading level is predicted
to be above the eighth-grade levd, the patient labeling should be rewritten by applying the
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principles of writing for increased comprehension (see Appendix B), and quditative factors that
can enhance reading comprehension. These formulas should be used to predict (not measure)
the reading level of the text.

Theformulas should not be used to write, rewrite, and revise medical device patient
labeling to specific readability levels. While readability formulas can predict
readability, the reader must actually read thetext to determineif it isreadable. To
mechanically subgtitute easier for harder words does not necessarily make the text more
readable. Such text could become harder to understand through loss of organization and
cohesion and loss of clarity of concepts. As reading expert George Klare explains, merely
shortening words and sentences to improve readability islike holding a lighted match under a
thermometer when you want to make your house warmer. The thermometer certainly goes up,
but the room does not get any warmer.

Testing:

Test the medical device patient |abeling with a sample of appropriate users of the device. Thisis
the only way to know if the medical device patient labeling is understandable and useful. User-
oriented testing helps to find places where the medical device patient |abeing may be inaccurate,
incomprehengble, or poorly organized. Since reading is an interactive process between the
reader and the text, testing the medica device patient labeling with the target audience is the

best way to determine how well the audience understands the labeling.

A summary of readability:

Use quditative factors in concert with readability formulas to assess the readability of medica
device patient labeling. Reader background knowledge and interest, context clues (words that
surround a particular word or passage and can throw light on its meaning), text organization,
and opportunity for reinforcement are just afew factors other than formula-derived readability
that should be used to predict the readability of medical device patient labeling. The best
solution is to pretest the medica device patient labeing with the target audience to seeif they
comprehend it.
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Appendix B
Writing for increased comprehension:

Thefollowing principles foster the readable writing of medica device petient labeling. We
encourage you to follow these principles in order to write for increased comprehension.

General principles:

Write with a specific type of person in mind.
Stress the “need to know” information.

Use concrete examplesto clarify absiract idess.
Congder who will be using the device:

Arethey ederly, disabled, or children?
Would their vison or hearing likely be impaired?

Consider where the devices will likely be used.
Group (chunk) similar information together.

Use well-mapped, carefully organized writing. Well-organized materia provides occasiond
repetition and thoughtful summary.

Repest the most important points to increase patient recall and comprehension.

Emphasize and summarize main points.

Use headings and summaries to aid organization and provide message repetition.

Organize medical device patient labeling to meet varied skill and knowledge needs.
One gpproach is to provide one well-segmented, highlighted document with a table of
contents and the most-desired, basic information up front. Put additiond information in
gppendices to the primary document, or make it available on demand.
Another approach is to didtribute a quick reference card of important reminder information

for the experienced user, in addition to the full patient labeling. Also, the experienced user
can bendfit from an intermediate form (amini manua) with an expangon of the important
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information in the quick reference card, especidly key use information, in addition to the full
patient labeling.

L ocating infor mation in lengthy and/or, complex medical device patient
labeling:

Include a summary page with critical information.
Include atable of contents.
Include an index.
Include page numbers to make it easier to locate information.
Include chapter names and numbers, if chapters are used.
Principlesfor clear, concise writing:
Eliminate unnecessary words:
- Avoid “aware of the fact that.”
Example

Poor: Be aware of the fact that dampness may affect the device and
cause rust.

Better: Dampness may affect the device and cause rust.
- Avoid the unnecessary use of make, made, and making.
Example
Poor: Make an attempt to clean your braces twice a day.
Better: Clean your braces twice aday.
- Subgtitute asingle word for a phrase.
Example

Poor: It may take agood deal of practice to operate the device.
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Better: It may take much practice to operate the device.

- Use clear and ample phrases whenever possible.
Example
Poor: Endeavor to ascertain the hospital closest to your home.

Better: Try to find the hospitd closest to your home.

- Avoid overuse of “itis”
Example
Poor: It is possible that you may need to use more cleaner.
Better: Y ou may need to use more cleaner.
- Reduce long, complicated phrases.
Example
Poor: Y ou are not able to use another manufacturer’s cable.
Better: Y ou cannot use another manufacturer’s cable.
- Simplify prepositiond phrases.
Example
Poor: Storethe devicein adry areaat dl times.

Better: Always store the devicein adry area.
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Technical vocabulary:
Define technica words or use them in context to help increase
comprehenson. Uselay language firgt with the technical word in
parentheses. |n addition to parentheses, useitaics or other highlighting
techniques to give the reader asgnd for the technica vocabulary.
Example

Poor: 65 mm isthe tolerance leve.

Better: Do not et this gauge above 65 mm (tolerance level).
Define termsthe firgt time they occur in the text. Keep the definitions smple
and concise. If you need to define many words on one page, definethem in
a st off section of the page on which the wordsfirst appear. For example,
use a Sidebar.
Provide examples to explain technical words.
Provide a glossary of technical words. If aglossary isused, it should be
placed after the table of contentsto aert readersthat it isthere to help
them. Whether or not aglossary is used, definitions should appear in the
text.

Word choice:
Personalize the materid by using the second person “you” instead of the
third person “he” “she,” or “they.” Using “you” focuses the informeation
directly to the patient, which makes it more important and persondl.
Example

Poor: The user should not operate this device near water.

Better: Y ou should not operate this device near water.
Use terms cons stently throughout the text. Use the same term to identify

the device and its parts throughout the medica device patient labeling.
Avoid synonyms or dternate phrases.
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Example

If you gtart with “did,” do not cal it a“knob” later.

Put adjectives and adverbs close to the words they modify.

Example
Poor: Use the wire that is covered with green pladtic.

Better: Use the green wire.

Avoid adverbs that are difficult to define or interpret.
Example
Poor: Respond quickly.

Better: Respond within one minute.

Use active rather than passive verbs.
Example
Poor: The dia should be turned clockwise.
Better: Turn thedia clockwise.
Use action verbs, not nouns created from verbs.
Example

Poor: Avoidance of cdlular phones is necessary when operating the
device.

Better: Avoid cdlular phones when operating the device.
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Use specific terms. Vague terms may be misinterpreted.

Example
Poor: Device operates poorly in acool room.
Better: Device will not operate below 60 degrees F.

Avoid abbreviations or acronyms. |If abbreviations or acronyms are
necessary, define them the firgt time. Use them consistently.

Example
Abbreviation: oxygen ingtead of O,

Acronym: home medica equipment
instead of HME

Sentences:

The burden for short-term memory is greater for longer sentences. Use as
few words as possible to present an idea or describe an action.

Example

Poor: Find the opaque plastic container that has a blue line on the upper
haf of it and fill it with any type of water until you reach the blue line.

Better: Fill the plastic container to the blue line with tap water.
Use no more than one clause in a sentence.
Example

Poor: Check the power cord and do not use it if you find cuts or frays
or it isloosaly connected to the device.



Better: 1. Look at the power cord for cuts or frays.
If itiscut or frayed, do not use the device.
2. Tug lightly on the power cord. If it dipsout of the device,
do not use the device.
3. Cdl 1-800-xxx-xxxx if you need help.

Place phrases that describe or explain at the end of the sentence. Phrases
a the beginning or in the middle of a sentence may be confusing.

Example
Poor: Before using this device, you should reaed the ingtruction manudl.

Better: Read the ingtruction manud before using this device.

Write the way you talk. Avoid forma language.
Example

Poor: Insert the blue cable into the blue socket on the anterior section of
the machine to form a completed circuit of the eectrical system.

Better: Plug the blue cord into the blue hole on the front of the machine.
Express ideas of amilar content in smilar form.
Example

Poor: Twid thelarge did dockwise until it gops. Turning the smdl did,
move it 3 notches counterclockwise.

Better: 1. Turnthelarge did marked X clockwise until it stops.
2. Turnthesmal did marked Y counterclockwise 3 notches
from the “ Off” pogtion.

Users should be able to read ingtructions aloud. Do not use parentheses for
information that should beread. Parentheses cause the reader to hesitate,
making it hard to read. Use parentheses only for extrainformation such as
technical terms.
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Don't promote the product in the medica device patient [abeling. Adsor
promations in the text will interfere with the patient’ s ability to follow
ingructions.

Use bullets, ligts, or more than one sentence instead of along sentence that
requires alot of punctuation.

Paragraphs:
Begin paragraphs with a smple topic sentence that states the main idea.
Paragraphs should be cohesive about a single thought.

Motivation:
Focus on what the target audience should do aswel asknow. (For
example, “If mercury lesks, cdl the locd authorities for help with the

mercury spill. Mercury istoxic.”)

Use questions throughout the text as headings and summary pointsto
encourage active learning.

Writing procedures.

Write proceduresin short, identifiable steps. Put the steps in the order they
should be performed.

Before each set of steps, tell the reader how many steps are in the
procedure. This helps the reader avoid missng steps.

Number each step in Arabic numberssuch as 1, 2, 3. Do not use Roman

numeralssuch asl, I, I11; letters such as A, B, C; or words such as one,
two, three. People most readily identify Arabic numberswith stepsin a
sequence.

Limit each step to no more than three logicaly connected actions. If actions
are not related, put them in separate steps.

Make the ingtructions for each action clear and definite to prevent

misunderstandings. This approach is especidly critica for stepsthat require
more than one action.

32



Example
Poor: Turn the machine on.

Better: To turn the machine on:

1. Plug the power cord into an AC outlet.

2. Facethefront of the machine. Find the black power switch on the
right sde.

3. Turn the power switch to the “ON” position.

Tdl the user what to expect from an action.
Example
Poor: Hip the switch to the*ON” position.

Better: Face the front of the machine. Hip the black switch on the left
sde, marked “ON/OFF,” to the“ON” position.
The green light will go on.

Discuss common errors at the point in the procedures where they are likely
to occur. Provide information to prevent and correct use errors.

Each step should be contained on one page. If the entire step will not fit on
asngle page, bresk the step into smaler substeps, each fitting on a page or
less. Put more than one step on a page only if each step and accompanying
graphics are complete on that page.



Avoid referring the user to another place in the manua for other information
(crossreferencing). It is confusing to the reader and interrupts the flow of
the procedures. If cross referencing is absolutely necessary, make sure the
reader knows when to return to the origina place.

Example
Poor: If the darm sounds, go back to the beginning of chapter X.
Better: If the darm sounds:
1. Turnto page X.

2. Repeat steps 1 and 2 on page X.
3. Returntostep lonpage.



Appendix C

Appear ance of text:

What principles should be applied to the physical features of the
text?

The speed by which letters and words can be recognized (legibility) can be enhanced by
aoplying the following principles.

Sections:

Divide the text appropriatdy into short sections. Use headings or other highlighting/separation
devices. Mgor headings, including captions and subtitles, should capture the main points.
Within the text, bullet text is helpful.

When creating headings, it is acceptable to use uppercase letters and bold print.

Type:

Base the type sSze and font on the needs of the target audience.

Use a least a 12 point type Sze whenever possble. For ederly or visudly impaired users, use
a least 14 points. For headings, use ranges from 18-36 points.

Use aseif font for the text. It dlows more variation among letters than sans sexif. This makes
the | etters easier to recognize.

Use both upper and lower case lettersin the body of thetext. It is more difficult to read al
capital letters.

Use black type on awhite background for best contrast. It isthe easiest to read.
Paper:
Avoid glossy paper. It may cause aglare.

Use paper heavy enough to prevent text and graphics from showing through.



Highlighting:

Use highlighting techniques to emphasize important words, thoughts, or phrases. Highlighting
techniques include bolding, underlining, italics, capitd letters, color, background patterns, and
white space.

Do not overdo highlighting. It will decrease the impact of the message.

Be consgent in the highlighting methods used.

White space:

Use white space carefully to keep the medical device patient labeling from looking too cramped
or too spread out. White space between blocks of text aids the ease of reading.

Judtify the left-hand margin. Use ragged right margins.
Use at least 1/16™ of an inch of white space between lines of text.

Increase the amount of white space around important individua words, text and graphics for
emphass.

Formatting and organizing instructions:
Organize indructions with text, flowchart, or list formats as gppropriate.
Use tables to present information graphically to smplify complex information.
It should complement and supplement the text.
It should condense Setigtical information.
Note Iningruction manuds, tables are normally not gppropriate and their use should be
minimized. If atableis necessary to smplify complex information, include ingructions on its use.
Labd each table clearly.
Use lists when the use of the device requires checking off steps that are completed.
Number steps that must be completed in order.

Bullet ligts that have no specific order of importance.



Appendix D
Appearance of graphics:

What principles should be applied to the graphics of the medical
device patient labeling?

Photographs and line art attract and keep areader’ s interest and are often remembered longer
than words. Properly chosen and placed illustrations make the text more meaningful and reduce
the burden of detailsin the text. Use the following principles in the graphics of the medicd
device patient labding.

Graphics should:

atract attention,

re-emphasize the text of the medica device patient labdling,

be smple and clearly drawn, without clutter, unneeded background, or extraneous detall,
demongtrate one concept, single idea, or point of information at atime,
be placed next to corresponding text,

use cues such as circles or arrows to point out key information,

be clearly labeled,

be easy to understand,

improve understanding of essentia information,

be recognizable to the audience, and

fit the target audience.

Set off text and graphic that go together by the use of lines, white space, or titles. If agraphicis
referred to in the text, it should have atitle, for example, Figure 1.

Use accurate and precise graphics.

When comparing two illustrations, show the difference. If the difference is not digtinct, the
reader may get confused.

Represent only simple concepts in your graphics, ether of actions or of the device and its
surroundings.

Confine action graphics to asingle action whenever possible.

Use a separate graphic for each digtinct idea.

Graphics should be large enough to see the foca point and important words clearly. Use asfew
words as possible. Captions should tell readers what to look for in theillugtration. Eliminate
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detall that is not necessary. The clearest graphics have dark, sharp lines for good contrast.
Line drawings and illugtrations are clearer than photographs. Photos may have distracting extra
images and poor contrast. Simple exploded views or cut-away views may be helpful. Use
exploded views only for devicesthat the user should put together or take apart.

In ingtruction manualss, tables and graphs are normally not gppropriate and their use should be
minimized. If atable or graph is necessary, include ingructionson itsuse. Labe each table or
graph dearly.

Apply the fallowing to symbols and icons.

A symbol isasgn or picture that has been developed to represent anidea. A symbol
should be defined or explained because it doesn’t mean anything by itsdlf.

Anicon isadrawing that looks like the idea it is meant to represent. Useicons only with
text to explain them.

Use stlandardized symbols and icons, or those already understood by the genera
population. Make sure that your population understands the symbols that you use.

Do not use icons with commonly understood usages to illustrate examples inconsstent with
those usages (e.g., ared octagon to indicate “go”).



Appendix E

Warnings and precautions:

The purpose of this section isto:
define and explain the terms war nings and precautions,
discuss their usein medica device labding,
recommend gpproaches to effective presentation based on literature and research findings,
and
present some of the common issues associated with warnings and precautions.

Note: Labeling a device with warnings and precautionsis the least preferable method of
controlling accidents and injuries. You should make every effort to design the device so
that the hazard is eliminated. Only when thisis clearly impossible should you resort to a
warning or precaution in the labeling. For instance, if the device may be made without
toxic substances, this would be the preferred alter native.

What are warnings and precautions?

Warnings and precautions are written, pictoria, and/or audible dertsto ahazard. Theterm
used to identify the particular hazard presents the reader with a cue to the seriousness of the
hazard.

A warning derts the reader about a Situation which, if not avoided, could result in degth or
seriousinjury. [ANSI Z535.4-1998] It may aso describe potentia serious adverse reactions
and safety hazards. The designation of ahazard dert asa“warning” isreserved for the most
ggnificant problems. Theterm WARNING is generaly used as the sgnd word for this type of
hazard dert. If aproblem may lead to death or serious injury, FDA may expect you to highlight
the warning by placing it in abox.

The term precaution is used for the statement of a hazard dert that warns the reader of a
potentialy hazardous Situation which, if not avoided, may result in minor or moderate injury to
the user or patient or damage to the equipment or other property. [ANSI 2535.4-1998] It
may aso be used to dert againgt unsafe practices. This includes the specid care necessary for
the safe and effective use of the device and the care necessary to avoid damage to a device that
may occur as aresult of use or misuse. Theword CAUTION is generdly used asthe sgnd
word for a precaution statement.

The digtinction between warnings and precautions is a matter of degree of likelihood and

seriousness of the hazard. The target audience for medica device labding (hedth care
practitioners and lay users of home use devices) generdly recognize a hierarchy of hazard derts,
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with warnings being those of a more serious nature and precautions being of aless serious, but
important, nature.

What isthe purpose of war nings and precautionsin medical
devicelabeling?

The basic purpose of awarning or precaution is twofold:
to inform users of potentia persond and environmenta hazards, and
to persuade them to modify their behavior to avoid injury or device damage.

For awarning or precaution to be effective, readers must:
perceive the threat to be both severe and relevant to them,
believe that they can perform the recommended response, and
believe that response will be effective in avoiding the hazard.

Effective warnings and precautions capture the reader’ s attention, are understood, are
consigtent enough with the reader’ s beliefs and attitudes to be accepted, and are persuasive
enough to motivate the reader to comply. They invoke an appropriate level of fear arousd,
conveying the nature and extent of the hazard, without being so strong that they backfire,
causing the reader to select an aternative action or no action.

What is appropriate content of an effective warning or
precaution?

There are four elements generdly recognized by the courts and research (See References —
Warnings and Precautions) as necessary for an effective warning or precaution:

- adgna word (WARNING, CAUTION) to dert the reeder that what followsis
important hazard information. A symbol or icon may emphasize the effect of the sgnd
word. Additiona enhancement, such as bolding, larger type, underlining, itaics, or color
may help the information stand out from the rest of the text. However, studies have
demondtrated that alarge difference in font Sze between the signal word and the text may
de-emphasize the importance of the text and therefore reduce the likelihood that the text
will be read.

- a hazard avoidance directive intheform: Do Not, Never, Avoid...” (or Do, if more
appropriate) followed by the action to avoid (or perform). The objective of this directive
isto give clear ingtructions to the user on how to avoid the hazard.

- aclear statement of the nature of the hazard associated with the warning (e.g.,
dlergic reaction to materia, strong magnetic field) or precaution (e.g., environmental
effect, damage from reterilization) that characterizes the severity and the likelihood.

- the consequences, pecifying the serious adverse events, potentid safety hazards and
limitationsin device use that result if users do not follow ingructions. The purposeisto



give them aclear idea of therisk, which islikely to increase compliance. Hazard dert
research has shown that this eement has a sgnificant effect on reeders. If the
consequences are not included, the alert islikely to be less effective.

The signa word should appear first. The order provided here for the other three dements
(hazard avoidance, hazard identification, and consequences) will be appropriate for most
instances, but may be atered as necessary to best communicate the information to the reader.

How is an effective warning or precaution for matted?

No magic formulaworksin every ingance. The writer must gpply the principles discussed here
for writing effective warnings and precautions as appropriate to the user and the device.

We suggest that you present warnings and precautions in “clusters’ of issuesthat provide the
reader with the information in the most logica and usable order for the particular device. For
ingtance, asurgica device may have the warnings and precautions grouped, or clustered, into
Preoperative Information, Intraoperative Information, and Postoperative Information, with
appropriately highlighted headers. A home use device may have warnings and precautions
grouped according to Setup, Calibration, Use, Storage, and Disposal. There are many possible
groupings of thisimportant hazard avoidance information, including the use of a“Before You
Start” subsection for devices deemed to need a select and very limited group of warnings and
precautions to be read before the deviceis handled at al. Within each cluster, we encourage
you to prioritize the information by clinica significance. If there are no logica clusters or
groupings of the hazard information, arrange warnings and precautionsin order of clinica
sgnificance.

Warnings and precautions should be as concise and focused as possible while providing
aufficient information. We recommend using bullets, rather than full sentences. Each bullet
should contain asngle item. We recommend against grouping a number of warnings or
precautions in paragraph form. Users are more likely to read and comply with warnings or
precautions presented in outline form using plenty of white space and consstent indentations,
rather than paragraphs.

Additiona approaches that can assist readers to notice, understand, and comply with warnings
and precautions include:

Integrating warnings and precautions into the task/hazard-related context. Thisincreases
the chance that the reader will encounter the information when he is most receptive to it.
Using concrete rather than absiract terms and jargon.  Frank language makes the writing
more interesting and therefore more likely to be remembered. For example, say “ Contact
with this product will produce severe burns’ rather than “ Contact with this product will
result in seriousinjury.”

Using the smplest possible congtruction.
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Making each warning and precaution conspicuous. The use of white space and smple
highlighting techniques can cdl attention to the warning or precaution. Do not bury this
important information in extensve text.

Standardizing terms and formatting across the labeling and, if possible, across productsto
increase consumer recognition.

Wher e should war nings and pr ecautions be placed for maximum
effect?

Research shows that hazard aerts are most effective when integrated into the task information at
the most relevant location. Medica device labding has traditiondly contained separate sections
for warnings and precautions. This gpproach predates much of the research into hazard dert
effectiveness. However, there is a reluctance to abandon the placement of this important
information in separate sectionsin medica device labding because of user familiarity with this
format. Some research has shown that short, well-highlighted warning messages can actudly
get usersto read a set of longer, more detailed warnings in another section of the labeling. We
recommend that warnings and precautions included in the separate sections be those that can be
taken out of procedural context and still be effective.

Procedurdly related warnings and precautions that cannot be taken out of context should be
located with the associated procedura step. Research differs on the most effective location
relaive to rlevant text, but placement immediately before the associated procedura task has
been shown to be effective. We suggest considering this approach for warnings and
precautions that are included in procedurd ingructions.

What other issues should be considered in designing war nings and
precautions?

Because it is difficult to get readers to notice and read warnings and precautions, it is important
to know what works with the target audience of the particular device. Thisis mogt effectively
done by testing draft warnings and precautions on a sample of the target audience.
Recommended testing points are when the labeling is being designed and again after it has been
implemented. The latter testing can provide information to be used at the next labding change.

Including too many warnings and precautions, over-warning, dilutes the strength of al of the
hazard derts. We recommend that writers use care in what is designated as awarning or
precaution. Careless designation can have the same diluting effect as over-warning (e.g.
“WARNING! Batteries not included.”). Repeated exposure to unnecessary hazard derts (not
relevant or dready known) reduces the effectiveness of the important warnings and precautions.

We know that readability indexes can predict, but do not measure the reader’ s actud ability to
comprehend labeling. Because of the complexity of the process by which individuals interact
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with hazard derts, you should not rely on readability indexes to predict warning and precaution
comprehenson.



Appendix F
Pretesting:
What is pretesting?

Pretesting of medica device patient |abdling is the sysematic and forma gathering of target
audience reections to medica device patient |abeling’s content and format, before the medical
device patient labeling isissued in find form. It istypicaly one of the evauations conducted in
the early stages of message development. Pretesting may assist you in:

determining which of a number of |abeling presentations is mogt effective for the intended

audience and in identifying strengths and wesknesses in the presentation,

identifying sengtive and controversa dements,

revisng and improving materias before distribution to users, and

identifying the best method to distribute the labeling to the target audience.

What methods of pretesting the medical device patient labeling
should be used?

Pretesting methods include methods such as individud in-depth interviews, focus group
interviews, sdf-administered questionnaires, usability testing, and readability testing (See
Appendix A Readability).

Pretesting can check the potential users' comprehension of the medica device patient labeling
and their ahility to follow ingtructions in the medica device patient labeling in order to operate
the device. User-oriented testing helps to find places where the patient labeling may be
inaccurate, incomprehensible, or poorly organized.

Individual in-depth interviews:

A potentid user providesideas and impressions of possible ways that the medica device patient
labdling could be most effectively written.



Focus group interviews:

A smdl group of potentia users, usudly 8 to 10 people, discusses their perceptions, opinions,
beliefs, and attitudes (POBAS) toward the medica device patient labeling. The discussonis
guided by a skilled moderator.

Self-administered questionnaires.

Potential users are asked to review the medica device patient |abeling, complete the written
questions in the questionnaire about the medica device patient |abeling, and return it within a
specified time.

Usability testing:

The concept of usability refers to the extent to which people who use a product can use it
quickly and eadily to accomplish specific tasks. The usability of a product is composed of the
combined usability of the product’s sub-components, which can include hardware, software,
menus, icons, messages, labels, manuds, reference materias, and software-based help.
Condderation of the usability of a device may focus on dl or some of these sub-components.
For medical devices, patient labeling is often an important sub-component of usability
consderations.

Usability testing is a technique designed to determine how usable aproduct is. This technique
involves systematic observation of actua userstrying out a product (or sub-component) and the
collection of information from the users about aspects of the product that are easy and those
that are difficult for them. Performing usability testing on medica device patient labeling
materids involves the use of the device and its labding materids by agroup of intended users of
the device. Data are then collected on how well the labeling materias support the users, how
effectively they are able to use the device, how many and what kind of errorsthey make, and
any difficulties they encounter.

From the perspective of medica device patient labeling reviews, it is desirable for you to
demondtrate that labeling materids can be used safely and effectively through the gpplication of
usability testing. If usability test results are submitted, they can be used to assist the process of
reviewing patient labeling. To the extent that safety concerns are adequatdly reflected in the

test, these results can be considered an indication of the adequacy of the medica device patient
labding.



Checklist Summary:

Use this checklist to make sure that you have consdered dl the recommendationsin this
guidance.

The medica device patient labeling contains the following content:

o Tableof Contents
o Glossary
Descriptive I nfor mation:
Purpose of the device (indications for use)
Description of the device
When the device should not be used (contraindications)
Risks and benefits
Expectations of the device and the procedure associated with the device
Generd warnings and precautions
Importance of the need to adhere to acare regimen
Operating I nformation:
Setup indructions
Checkout procedures
Operating indructions
Importance of the need to monitor the activity of the device
Cleaning indructions
Description of maintenance and who should do it
Storage ingructions
Expected failure time and mode and its effect on the patient
Instructions on how to safely dispose of the device
Instructions on accessories
Instructions on related, additiond devices
Troubleshooting I nfor mation:
Troubleshooting
Additional Information:
Clinicd dudies
Disease and sdlf-care information
Adverse events
Warranty
Trave or internationd use
I ndex
Date of Printing
User Assistance I nformation
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The medica device patient |abeling adheres to the guidance recommended for:

Reedability

Writing for increased comprehension
Appearance of text

Appearance of graphics

Warnings and precautions

Pretesting
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1.

2.

VDA/BQOD Point of Origin and Material Disclosure

Workgroup Discussion

By Drs. Dag Zapatero, and Scott Miller

Both the Virginia Board or Dentistry (BOD) and the Virginia Dental Association
(VDA), agree that patient safety in the Commonwealth of Virginia is enhanced when
a dentist obtains point of origin and material disclosure for all dental prosthetics prior
to insertion. See Appendix 1 for NEW background information.

1.1.

1.2.

The BOD requires dentist to be responsibility for obtaining POO and MD from
ALL laboratories (in-state, out of state, and off-shore), in the fabrication of an
appliances. BOD then places regulatory penalties on the dentist for failure to
obtain POO and MD from the primary dental lab and/or the subcontracting lab
selected, which is selected by the primary lab. The BOD advises dentist to
document non disclosure by a lab and then asks them to find a new lab, in
order to avoid penalties.

The VDA bill would require ALL primary dental laboratories engaged in the
fabrication of a prosthetic to register and provide the POO and MD to the
prescribing dentist. The enforcement of the VDA plan is assured through a
mandatory dental lab registration process, and by a second statutory
requirement that dentist licensed by the Commonwealth of Virginia only do
business with a BOD registered dental labs. Failure to comply with these
regulation would result in actions being taken by the BOD, against a lab for
non disclosure, or a dentist for using a non registered lab. Penalties include a
reprimand, fines and potentially the loss of registration for flagrant violations.

The BOD approved prescription forms, are required for immediate use by all
licensed dentist in Virginia. A secondary work order is now required when a lab
subcontracts work to a third party lab (in-state, out-state or off-shore).

2.1.

2.2.

BOD currently has authority to inspect any dental lab.

The new BOD prescription forms are uniquely different from the standard
prescription in use for more than 30 years, while the new work order form is an
additional requirement for dentist and labs, expanding the minimum
requirements under previous regulations.



2.3.

2.4.

2.5.

2.6.

2.7.

2.8.

2.9.

2.10.

211,

Traditionally, dental laboratories have supplied the prescription form to their
prescribing dentist. The new BOD regulations rendered hundreds of
thousands of dollars in labs forms already printed obsolete, without allowing a
transition time for conversion. This placed an undue burden on the laboratory
business and drives up cost of doing business, specially for one person labs.

In contrast the VDA bill would allow the continued use of the older standard
forms and not place any additional financial burden on dental labs by requiring
a second work order form.

VDA Bill does not require subcontracting labs to register. Primary labs are
responsible to providing POO and MD for the entire case.

Under the VDA plan, dental labs would be require to disclose POO and MD on
the patient invoice accompanying a case as the necessary documentation for
statutory compliance and for forensic discovery.

The VDA plan requires ALL primary dental labs to register with the
Commonwealth of Virginia. This gives clear regulatory governance by the
BOD on the dental labs that have registered. In contrast, the BOD does not
currently regulate dental labs and thus it is not clear how they can require any
dental lab to use the new work order form for in obtaining POO and MD from a
third party lab.

The BOD prescription requires prior notification if any 3rd party labs
(subcontractor) is utilized. No such requirement in the VDA bill.

Patient management software generated lab prescriptions, like those from
Dentrix, are on the rise and are the future. According to Karen Kraus of Henry
Schein Dental there are about 1100 active Dentrix Software users in Virginia,
consisting of both single and multi doctor practices. These electronic
prescriptions are not customizable and would not be permitted under current
BOD regulations. Dentrix prescriptions would be allowed under the VDA bill
since it only requires the minimum requirements on a prescription form to
obtain POO and MD. SEE APPENDIX 2.

Neither the VDA nor BOD plans specifies what materials need be disclosed by
the dental labs. Are all materials used in fabrication to be disclosed? Or just
those contacting the patient’s tissues or exposed to the oral environment?

BOD forms indicates that no more that 200 ppm of lead should be contained in
the dental prosthetic according to FDA guideline. What happens if the FDA
changes its number? Will it be necessary to re-issue new forms immediately?



3. Registration requirements and stats in other states;

3.1.

3.2.

3.3.

3.4.

Oklahoma and Pennsylvania require lab registration without POO or MD
requirements.

The Ohio and lllinois prescription form require POO and MD without
registration requirments SEE APPENDIX 3 for Ohio form.

Three states; Texas, South Carolina, and Florida currently require laboratory
registration, POO and MD. SEE APPENDIX 4

The following are the numbers of registered labs in the states that require
registration:

*Texas reported - 950

*Florida reported - 1083

*South Carolina reported - 125

Oklahoma reported - 146

Pennsylvania reported - 350

4. Proposed application and registration requirements for dental labs.

4.1.

4.2.

4.3.

4.4,

4.5.

4.6.

4.7.

4.8.

4.9.

Name of the dental lab or DBA name

Name and contact information of the dental lab owner.

Name of any, and all officers if incorporated.

Copy of the current business license.

Address of the primary location and any location where work is preformed.
Oath statement

A fee of no more than $200 payable every two years.

SEE APPENDIX 5 FOR DENTAL LAB REGISTRATION APPLICATION
FORMS for TX, OK, FL, SC, and PA.

All registered dental labs would appear on a website maintained by the BOD
or an administrator approved by the BOD. SEE APPENDIX 6 FOR SAMPLE
OKLAHOMA APPROVED DENTAL LAB REGISTRANTS WEBSITE.



4.10. BOD can list newly registered labs and delisted labs on the communications

newsletters. It would be up to the BOD to make the de-listing of a lab part of
public record.

. Complaints driven process is used to inspect a lab or dentist for statutory
compliance.

5.1.

5.2.

5.3.

5.4.

The VDA and BOD agrees that it is the dentist who is ultimately responsible for
attaining POO and MD.

However, if a dentist cannot obtained the required disclosure information from
a lab, it would be up to the dentist to file a complaint with the BOD, and
provide the BOD with the evidentiary materials for case investigation.

Labs or patient complaints would not be accepted under the VDA plan since
the burden of reporting is up to the dentist. All complaints would be centered
on POO or MD. The VDA plan does not require any disclosure, POO or MD to
the patient.

If a dentist were undergoing a BOD investigation and under the normal course
of the investigation it were revealed that a lab was not disclosing POO or MD
on a patient invoice then both the lab and dentist would be subject to
disciplinary action. Same would take place it a dentist were using a non
registered lab in the fabrication of a dental prosthetic.

. Proposed forensic investigation of dental labs.

6.1.

6.2.

6.3.

6.4.

6.5.

BOD regulation currently allow for inspection of ALL dental labs.

VDA bill does have a statement on OHSA compliance which is negotiable to
VDA member if this will cause compliance issue for the BOD.

The VDA bill would require registered dental labs to provided POO and MD on
the patient invoice accompanying the patient case.

In the case of a subcontracting lab, the subcontracting lab would not be
required to register with the BOD and thus not responsible for providing POO
or MD. It would be up to the primary lab to disclose both POO and MD for the
subcontracting lab if they are not registered.

We foresee the investigation of dentist complaints to solely center on the
patient invoice.



6.5.1. BOD investigator would visit the complaining dentist to start the

discovery process and enter the patient invoice as evidentiary material
for the lack of POO and/or MD.

6.5.2. The BOD investigator would limit the scope of their visit to obtaining

evidence solely pertaining to the investigation of the complaint, including
reading/copying the patient chart and looking at the lab invoice for the
treatment in question.

6.5.3. If however a BOD investigator appears at a dental office to investigate a

patient complaint then all instances of non compliance by the dentist or a
lab are subject to disciplinary review and action.

7. Penalties for non compliant labs.

7.1,

7.2.

7.3.

7.4.

First offenses can be handles with a registered letter from the BOD asking the
lab to comply.

A secondary offense may result in a fine.

The third offense can result in an inspection of labs located within the
Commonwealth and/or a fine.

The forth offense may result in the lost of BOD Registration and listing on BOD
approved labs. The lab would also loose any fee already paid for prior
registration.

8. Penalties for non compliant dentist.

8.1.

A dentist is subject to the BOD disciplinary action if he/she is found to contract
a lab not on the approved BOD registration list.

9. Exemptions

9.1.

9.2.

9.3.

Under the VDA bill any lab located in a dental office doing work for the dental
practice of which he is an employee is exempt from these regulations.

Dentist and dental labs in dental school or involved in an educational setting
are exempt.

Dentist and dental labs working a a free dental clinic or a public health
department is exempt.



10. Re-applying for laboratory registration

10.1. A dental lab will be allowed to re-apply for registration if it is operating under a
new name and can no longer use the old name in any form.

10.2. A new application fee would apply.

10.3. If a dental lab looses this registration 3 times it’s owner will no longer be able
to apply for registration.

11.More work is necessary to determine what procedures and specialities would be
required to disclose POO and MD.

11.1. Atimeline for the implementation of the regulations once the VDA bill is
approved by the legislature.

11.2. Discussion needed to determine if POO and MD is necessary for;

11.2.1. Orthodontist/General Dentist who prescribe or place orthodontic
appliances in the mouth, i.e. braces, retainers, Invisalign.

11.2.2. Where do sleep apnea appliances fall?

11.2.3. Would oral surgeons be exempt with they have bone or facial prosthetic
fabricated by a third party and inserted in a patient (screws, pins, chin
implants etc.)?

11.2.4. What place do proprietary prescription have under the BOD and VDA
plan? Particularly with implant/crown/Invisalign milling centers? It
seems that electronic prescriptions are more easily integrated under the
VDA plan since it does not state and particular form be used.

11.3. What materials need to be included in the MD? Are the FDA material
registration numbers the standard?

11.4. What information needs to be revealed about the subcontractors to the dentist
on POO?

12.What others have reported about VDA bill.

12.1. See APPENDIX 7 FOR MY CALL LOG.
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Appendix 1
The Globalization of the Dental Laboratory Industry

The current state of the American Dental Laboratory
industry is of great concern to professional leadership,
yet remains vaguely understood by the average clinician.

The purpose of this Perspectives feature is to shed light
on the issues affecting patient safety and professional
liability.

I have enlisted the expertise of the Executive Director
of the National Association of Dental Laboratories
(NADL), Mr. Bennet Napier, CAE. He is an expert on
this topic and served as an invaluable resource for hard
data on this subject.

LABOR SHORTAGE

The rapidly diminishing labor pool of qualified
technical talent is at a catastrophic level. This decline
has led many larger stateside laboratories to develop
in-house training programs to develop their workforce
from introductory to advanced levels. Unfortunately,
this practice is restricted to the individual lab and has

little consequence on the profession overall.

U.S. INDUSTRY STATISTICS—2010

Technicians

« 33,600 dental technicians (down from 43,000 in 2008)
« 6,500 Certified Dental Technicians

Source: NADL Market Research, US Census Data, US
Department of Labor/Bureau of Labor Statistics

Average Age of Remaining Techs by Specialty

Unfortunately, there is no good source for this question,
although the NADL intends to survey the market in
2012 to gauge the average age. What we do know with
certainty is that the smallest pool of dental technicians
(trained) are in removable and orthodontic services.

© 2012 Wiley Periodicals, Inc.  DOI 10.1111/.1708-8240.2012.00507.x

Laboratories

« 10,000 dental laboratories (down from 13,500 in
2008)

+ 1,600 NADL members

+ Nearly 80% of NADL members are small laboratories

+ 6,000 laboratories have a single technician

« $632,000.00 in average annual gross sales per dental
laboratory nationally*

Source: NADL Market Research, US Census Data,
US Department of Labor

Disappearing Accredited DLT Programs

This problem is compounded by the fact that no
backfill of talent is in the academic pipeline. The
number of Accredited Dental Laboratory Programs in
the United States has dropped from 58 in 1989 to 18
today, graduating approximately 350 students a year.

Reduced Military Dental Technology Training

According to Col Richard J. Windhorn, Commander of
the US Army Dental Laboratory, The US Armed Forces
trained an annual average of 800 technicians in 1993.
That number today is reduced to 128 new technicians
per year for all three federal services.

In the past, many of these individuals retired into the
private sector as faculty in accredited programs as well
as technicians and managers in many laboratories
across the country. Now that strong talent pool has
been reduced.

Lack of Adequate Advanced Training

Advanced training has been largely restricted to the
area of esthetic dentistry. The manufacturers’ interest
in marketing and selling products has fostered a great
deal of high-level education for ceramists from the
well-known specialized institutes and professional
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organizations. The Advanced Esthetic Dentistry for
Ceramist Technicians program led by Dr. Ed McLaren
at UCLA is an excellent example of what can be done.
The American Society of Master Dental Technologists
program at NYU is a regional effort that provides an
opportunity for advanced training. LSU provides a
unique learning environment allowing the technician to
team with dental students working directly with
patients in restoring cases.

These excellent programs are far too few in number to
meet the future needs of the profession.

OFFSHORE PRODUCTION

Easily accessible worldwide shipping networks have
opened markets for all types of medical devices. As is
typical, the dental market trails medicine due to the
smaller comparative sales volume. Indirect dental
restorations are now a major focus of manufacturers in
countries with significantly lower labor costs. Extremely
large operations employing up to 4,000 people now
exist in Southeast Asia. These entities vary greatly in
quality and materials used for fabrication. That being
said, it is foolish to assume that all of these laboratories
do substandard work.

IST Major Dental Manufacturer Purchases
Offshore Laboratory

The recent purchase of at least one of these operations
by a highly reputable US-based dental manufacturer is
of interest. Their reasoning for the purchase was to
reverse the loss of sales of their ADA accepted
materials in that market. They control all materials used
to meet ADA accepted status. The objective is to
provide a reliable outsource option exclusively for their
dental laboratory customer base in this rapidly
developing market segment.

Direct Sale of Offshore Restorations into Local Markets

Another, more alarming scenario of definite concern to
US laboratories is a Southeast Asian manufacturer that
has set up facilities in major US cities and sells directly
to dentists only.
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FDA REGULATION

The FDA is faced with an overwhelming volume of
medical device imports and ridiculously low resources
for adequate enforcement.

Import Posture for FDA

B Fiscal Year 2010: 20 million shipments of FDA
regulated imports

B US Government Accountability Office report to
Congress in 2010 indicated only 8% of shipments
are being inspected

B Budget request for additional $70 million in funding
to increase at-port inspections of imported products

Appropriate Disclosure

An alarming number of US laboratories are selling
offshore work to dentists without proper disclosure.
The FDA has regulations in place that require
disclosure of the origin of fabrication in the packaging
of the restoration in a conspicuous place. The
regulations also include any part of the process,
preventing laboratories from subcontracting the
majority of the process and “finalizing” stateside
without proper disclosure.

Dental Crowns Being Made Overseas

% 2006 Total Domestic Crown and Bridge Market was
33,458,641 units, manufactured offshore 6 million units
(17%)

% 2008 Total Domestic Crown and Bridge Market was
37,214,886 units, manufactured offshore 10 million
units (26%)

< 2010 Total Domestic Crown and Bridge Market was
39,476,350, manufactured offshore 15 million units
(38%)

% Source on Total Units: iData Research 2010, Import
Trade Data from US FDA

< Source on Number of Units Manufactured Offshore:
NADL Cost of Doing Business Surveys, 2006, 2008,
2010 (sample of 1,000 US dental laboratories on
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offshore production or outsourcing) as conducted by
Valmont Research

Dental Laboratory Data for Import
Restorations 2010

% (NAICS) codes comprise the medical devices
industry that is covered by the Office of Health and
Consumer Goods (OHCG) Based on FDA 2010 data,
total medical device imports for the U.S. was $33 billion

< According to the FDA data, Dental laboratories
(NAIC 339116; account for about 4% of import total
measured by value of shipment (VOS) include crowns,
dentures, bridges, and other orthodontic products.

< Four percent equals $1.32 billion. If you use NADL
data on US lab sales, the percentage is 20%. Again, this
is percentage of sales not units. If you use units as the
measure based on average offshore price point, it is
estimated to be 35% of units.

The Offshore Outsource Market

Outsourcing from an Asian perspective started in
Singapore with several entrepreneurs developing
outsourcing labs to meet a market demand for
insurance based programs for the German market.
Most export labs in Asia are actually owned by
Taiwanese, not native Chinese. The Chinese
government provides tax incentives for export labs.

In most cases, gross sales are tax exempt for the first
2-3 years. The government also provides tax incentives
for employee training and recruitment.

There are approximately 25 large export labs in Asia.
However, with that said, there are over 30 countries
with foreign dental laboratories importing work into the
United States, and there are over 75 export laboratories
in China registered to import into the United States.

The majority of dental technicians in this area are
female and between the ages of 18-25. A typical career
duration in the large labs is 7—8 years. After that,
technicians may leave and go back to their hometowns
to practice dental technology in domestic labs. China is
currently facing 15% inflation. The Chinese government

© 2012 Wiley Periodicals, Inc.  DOI 10.1111/.1708-8240.2012.00507.x
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has put out a mandate that employers increase worker
wages by 20% over the next 5 years.

Two Examples of Many Major Asian Laboratories

Laboratory |

The majority of their customer base is Europe. Only
10% of export sales are to the United States currently.
Their push into the US market started in 2009. Their
sales have reportedly grown 20% since 2010. The
business model is to grow their footprint in the U.S.
through laboratory acquisition and opening additional
sales centers. They currently have operations in
Washington, California, Massachusetts, and Illinois.

At the main Asian manufacturing location, there are
reportedly 2,000 technicians working two shifts a day
(last shift ends at 11 pm or midnight). Campus is
20,000 m?

To our knowledge, as of September 2011, they had not
been inspected by the US FDA. Reportedly, they have
been inspected regularly by the French FDA equivalent.

They recruit technicians primarily from the
countryside. They have an extensive training process,
and students get paid during the training process.
Nearly 50% of students stay on after the initial training.
After 3 years, 30% of the class is still employed there.

Laboratory 2

This laboratory reportedly receives 6,500 units per
week. This laboratory sells PFMs at an average price of
$35.00. Other emerging markets like Vietnam are home
to export labs selling crowns at $12-15. At a $12-15
price point, one could speculate that FDA-approved
materials are not being used.

There is discussion of subcontracting cases to
laboratories in lower priced markets (Thailand) to
control their rising labor costs. This practice is further
evidence of the globalization of the industry. They
also are reportedly planning to acquire several
$5-million-dollar-sized US labs to be stateside regional
customer service/distribution centers.

Journal of Esthetic and Restorative Dentistry Vol s+ ¢« No e+ o ee—ee « 0|2
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CONCLUSIONS

The factors presented in this paper combined with a
sagging global economy and continuously increasing
third-party reimbursement sources are creating
previously unseen downward price pressure on the
world laboratory market. This observation does not
bode well for the short-term resolution of the US
laboratory academic crisis. Investment from organized
dentistry and the manufacturing community are crucial
but perhaps unrealistic requirements to turn this tide.

David Avery, CDT, Section Editor for Laboratory
Technology, Journal of Esthetic and Restorative

Vol ¢+ ¢ No #¢ ¢ ee—es + 202 Journal of Esthetic and Restorative Dentistry

Dentistry, and serves as Director of Professional
Services for Drake Precision Dental Laboratory in
Charlotte, NC
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Launch Dentrix Labwork into the
Cloud with Henry Schein DDX

With today’s stable ISP bandwidth and operating platforms, more and more companies are working
“in the cloud” and enjoying capabilities like online data storage, instantaneous file sharing across
multiple users and geographies and universal access to information that keeps businesses running.
For many dentists, however, concerns about security, HIPAA compliance and training are slowing
adoption of cloud technologies.

Fortunately for Dentrix users, they are already using cloud-ready Henry Schein products and services
like eClaims and, more recently, Dentrix Mobile and Henry Schein DDX.

Henry Schein DDX makes lab case management
easier

P —— This powerful tool allows dentists to submit new
& prescriptions to their labs right from Dentrix. With just a
' few clicks, they can pull images and files from various
networks and create one web-accessible case—then
share lab case information, collaborate on case design

FONVONFEN and manage account details like payments and
.\k \k \ statements. Even better, all this detail is integrated with

? ' digital restoration technologies dentists use every day,
like Dental Wings and E4D.

DDX is built and delivered online with no software
installation necessary. Dentrix users can start their first case with a DDX-enabled lab in seconds.
When they click the DDX button in the patient’s chart and select New DDX Lab Case Prescription,
a lab prescription is pre-populated with that patient’s info (Figure 1). The digital lab prescription can
be sent to any lab from any web browser, with imaging files of any size attached.

http://www.dentrix.com/articles/content.aspx?id=394&utm_source=S...serID=MjAyMzE4NjI5NgS2&spJoblD=42482000&spReportid=NDIOODIwWMDAS1 Page 1 of 3
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Figure 1. Create a lab prescription with just one click in a patient’s chart.

Once a dentist submits the prescription, the DDX-enabled lab receives an automatic alert that the
case is coming (or, if the practice chooses, the lab receives an automatic pickup request). Practices
can even schedule the patient’s follow-up appointment right in the chair, as DDX instantly generates
an accurate turnaround date based on the lab’s real-time production calendar (Figure 2).

Schedule a New Case

U‘ Patient Details

First Name Er=r. Gender felale
Last Hame Cinzay Patlent Chait  CRO200
Birth Date Haw 111970 "5

'% Work Requested

Send Date * Hpeit g0t - Enclosures Seectoptianz

Procedure Sele Froc=dure . E Other 2 liy-n A Emerg D Fles

[+ Add Procedule

E Notes

L1 1 accept all Larms and Conditions

(5 Sasricne |

Figure 2. Prescription information like return date and status is automatically updated online and
viewable by your practice and the lab.

With just a few clicks, the lab case and all its related information are viewable by dentist and lab at
any time—trackable, transparent, with any needed files attached. The best part? DDX is completely
free for dentists.

Digital lab case management with DDX: How is it working?
Dental practices submitted over 35 million lab cases in the US in 2009. Given a total caseload of 20
to 50 cases per month per dentist and hundreds or thousands of cases per month per lab, DDX

http://www.dentrix.com/articles/content.aspx?id=394&utm_source=S...serID=MjAyMzE4NjI5NgS2&spJoblD=42482000&spReportid=NDIOODIwWMDAS1 Page 2 of 3
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improves a critical aspect of the patient experience. It allows for easy case collaboration for both
dentist and lab, while significantly reducing phone calls, lost staff time and costly rebookings that
slow patient flow for dentists and production for labs. Because many dentists work with multiple labs,
and most labs work with many dentists, these teams can now log in and view a centralized case
record, with no lost reporting time to patients, lab managers or doctors.

In March 2011, a survey of DDX-enabled practices found that 67% of practices saw around a 30%
reduction in phone time for their staff after implementing DDX. That's time those employees can now
dedicate to managing their current job responsibilities, improving production and customer service, or
even to making outbound marketing efforts to generate new business.

With the responsive, flexible customization platform of DDX, practices and labs can agree on the
criteria required for a case and then standardize that criteria so no incomplete prescription can ever
be submitted. This partnership has led to better service for both dental practices and labs.

Put DDX and the cloud to work for you today

Using DDX is a smart step toward harnessing the power of cloud computing and delivers needed
changes fast, inexpensively and with measurable results. DDX provides dentists and labs with a
universal network to communicate using technologies they already have, which will help practices
prepare for other changes in the future as they move toward paperless practice management.

It's important to realize that, as with any new service, labs and dentists will need to work together to
implement digital processes that enhance, not impede, their current workflow. If your lab doesn't yet
use DDX, it's very easy to get them on board. Simply send their info to the DDX team at
www.DDXDental.com/Suggest_a_Lab, and the DDX team will follow up. Or, you can search for and
send cases to labs in your area that are already DDX-enabled at www.DDXDental.com/Find_a_Lab.
To get started today or to suggest that your lab become DDX-enabled, visit

www.DDXDental.com/Dentists.
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APPENDIX 3

Ohio State Dental Board Laboratory Prescription & Point of Origin Form

Today’s Date Try-In Date Finish Date

Patient Name O Male 0 Female Age

Type of Restoration

Dentist Name Signature
DDS/DMD License # Phone
Dentist Address City/State/Zip
Lab Name Phone
Lab Address City/State/Zip
TYPE OF RESTORATION CUSTOM SHADING
O Porcelain to High Noble O All Ceramic (specify) I
O Porcelain to Noble /\ / ~_
O Porcelain to Base Metal (NP) / ) |~
O Full Metal High Noble O All Composite (specify) / L~
O Full Metal Noble | ; R \
O Full Metal Base (NP) / \ |
0 Other (specify) / | J.'i 7‘“‘“—-——7‘7){
O Max Full Denture / | i
O Mand Full Denture | l! \
(7 Max Partial Denture Pontic Design (circle) [ i
O Mand Partial Denture . - s \ .| |
( | f~r — N
M ™ A
PARTIAL INSTRUCTIONS
SHADING

DENTAL RESTORATION POINT OF ORIGINATION FORM

Attention Lab: Complete this section and return to doctor when case is received.

Doctor Name Patient Name

This case will be: O Fabricated by technicians at our own dental laboratory.

3 Sent to another laboratory in the U.S. to be fabricated:
Lab Name Location

3 Sent to an overseas/foreign laboratory to be fabricated:
Lab Name Location

Materials to be used in fabrication:

Place Identalloy Sticker Here

Duplicate copy should be kept in the patient's record




ACTION: Final DATE: 09/18/2008 2:15 PM

4715-5-02 Written work authorization.

(A) The Ohio state dental board hereby prescribes that the written work authorization
required in division (B) of section 4715.09 of the Revised Code shall be on printed
forms for both original and copy and shall contain the following:

(1) The name and address of the entity or person to whom the written work
authorization is directed. hereinafter referred to as "primary contractor".

(2) The patient's name and/or identifying number. In the event such identifying
number is used, the name of the patient shall be written upon a copy of such
written work authorization retained by the dentist.

(3) A description of the work to be done, with diagrams if applicable.
(4) A description of the type of the materials to be used.
(5) The actual date on which the authorization was written.

(6) The signature in ink by the dentist issuing the said written work authorization,
his state dental license number and his office address.

(7) A section to be completed by the primary contractor and returned to the issuing
dentist that shall disclose all of the following information and certify that the

information is accurate by including the signature of a responsible party of
the primary contractor:

(a) A list of all materials in the composition of the final appliance:
(b) The location where the appliance was fabricated, including the name,

address. phone number and FDA registration number, if applicable. of
the person or entity performing the work:

(c) The location. including name, address, phone number and FDA

registration number, if applicable. of any sub-contractors utilized to
perform some or all of the services relative to the fabrication of the

appliance:

(d) A description of all disinfection methods used in the fabrication of the
appliance.

(B) Upon_request. the dentist shall provide each patient or authorized patient
representative with a duplicate copy of the section of the form described in section
(A)(7) of this rule.

[ stylesheet: rule xsl 2.14, authoring tool: i4i 2.0 Apr 9, 2003, (dv: 3, p: 39117, pa: 57437, ra: 163969, d: 189230)] print date: 09/18/2008 09:03 PM



4715-5-02 2

B)(C) The dentist shall retain a copy of the written work authorization for two years
from its date as a part of the patient record.

€53(D) The primary contractorsilieensed-person;-parthership;-assoctation-or-corporation

shall retain the original work authorization for two years from its date. Copies of
work authorization forms shall be open for inspection by the Ohio state dental
board and its investigators.

HHE) If the prlmary contractorunheensed—person—partrership—asseectations—or

eorperation receiving a written work authorization from a licensed dentist engages
another unlicensed person, partnership, association, or corporation (herein referred
to as "sub-contractor") to perform some of the services relative to such work
authorization, as provided for in division (C) of section 4715.09 of the Revised
Code, he or it shall notify the issuing dentist in advance of the fabrication of the
appliance of the name and location of the subcontractor and shall furnish a written
sub-work authorization with respect thereto on forms prescribed by the state dental

board which-shall-contain-the following:

The sub-contractor shall retain the sub-work authorization and the primary
contractor shall retain a duplicate copy. attached to the work authorization received

from the licensed dentist, for inspection by the state dental board or its duly
authorized agents, for a period of two vears. Copies of work authorization forms
shall be open for inspection by the Ohio state dental board and its investigators.




4715-5-02 3

H(F) The foregoing does not prohibit the inclusion of additional information on the
written work authorization when the same is necessary or desirable.

H(G) "Unlicensed person, partnership, association or corporation" as used in this rule,
includes, but is not limited to, dental laboratory or dental laboratory technician.

(H) "Appliance" as used in this rule. includes. but is not limited to, any denture. plate,
bridge. splint, crown, veneer, or orthodontic or prosthetic dental device.




4715-5-02

Effective: 10/01/2008

R.C. 119.032 review dates: 07/10/2008 and 02/28/2013

CERTIFIED ELECTRONICALLY

Certification

09/18/2008

Date

Promulgated Under: 119.03
Statutory Authority: 4715.03
Rule Amplifies: 4715.09

Prior Effective Dates: 9-30-70; 4-27-98; 5-15-03
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APPENDIX 5

TEXAS STATE BOARD OF DENTAL EXAMINERS
333 Guadalupe, Tower 3, Suite 800
Austin, Texas 78701-3942

Application for Registration Phone: (512) 463-6400 / Fax: (512) 463-7452
Website: www.tsbde.state.tx.us
of a Dental Laboratory E-Mail: information@tsbde.state.tx.us

Instructions: Submit a copy of your SBDE Jurisprudence Assessment for Dental Laboratory Initial Registration FE E . $1 05
Certificate of Completion with this application. (www.tsbde.state.tx.us/Jurisprudence) .

Mail your application package to the SBDE at the address listed above. All incomplete applications will be returned with Mgﬁgfggg;gii%’égfm
no action. Fee is Non-Refundable. Make your payment to the Texas State Board of Dental Examiners.

If a question does not apply, indicate “N/A”. Have Questions? Visit our website at: www.tsbde.state.tx.us DO NOT WRITE IN THIS SPACE
LABORATORY INFORMATION DLCC Review:

Each Lab must register separately. In-house labs which do work ONLY for their employing dentist are not required to register or pay fees to the SBDE.
LAB OWNER

NAME: NAME:

DBA: MAILING

(If Applicable) ADDRESS:

MAILING CITY/

ADDRESS: COUNTY: STATE: ZIP: _
CITY/ OWNER’S

COUNTY: STATE: ZIP: TELEPHONE:

LABORATORY DATE LAB OPENED OR

TELEPHONE: WILL OPEN FOR BUSINESS:

LABORATORY IS: SOLE OWNER DENTAL OFFICE PARTNERSHIP *CORPORATION

IF CORPORATION THE STATE IN WHICH INCORPORATED:

IF SUBSIDIARY CORPORATION, GIVE NAME OF PARENT COMPANY, STATE IN WHICH CORPORATED, AND PERCENT OF STOCK PARENT COMPANY
OWNS IN SUBSIDIARY

Parent Company State Incorporated % Stock Owned

EMPLOYEE INFORMATION NUMBER OF TECHNICIANS EMPLOYED: NUMBER OF SUPERVISORS:
NUMBER OF NON-TECHNICAL EMPLOYEES: TOTAL NUMBER OF EMPLOYEES:

OWNER / MANAGER INFORMATION

* Has the owner or manager ever been convicted of a misdemeanor or felony? Yes No If Yes, explain and provide court disposi-
tion documents:

* Has the applicant ever held a laboratory registration in Texas? If Yes, provide the following information:

Owner Manager Texas Lab
Name: Name: Registration #:
Lab Name: DBA (if applicable):
Lab Address:
Number and Street City State Zip Code

I, the applicant herein, state that all the facts, statements, and answers contained in this application are true and correct. | am not omitting any information
which might be of value to the Board in determining my qualifications, whether it is called for or not. | agree that any falsification, omission, or withholding of
pertinent information or facts concerning my qualifications as an applicant shall be sufficient to bar me from registration by the State Board of Dental Examiners
and such falsification, omission or withholding shall serve as sufficient grounds for the revocation, cancellation, or suspension of my Texas Laboratory
Registration if it is not discovered until after issuance.

Name and Title Notarized Signature of Laboratory Date
STATE OF Owner or Manager (Required)

COUNTY OF

Before me, the undersigned authority, on this day personally appeared the applicant whose signature appears above and who being by me sworn upon
oath says that all the facts, statements and answers contained in this application are true and correct.

Sworn and subscribed to before me, the said this the day of , 20 , to certify
which witness my hand and seal of office.

(Seal) NOTARY PUBLIC SIGNATURE

PAGE 1 of 2 Dental Laboratory Application / Sept 1, 2009



Dental Laboratory Application PAGE 2 of 2

CERTIFIED DENTAL TECHNICIAN INFORMATION
(This section to be completed by the CDT of Record)

Section 266 of the Dental Practice Act requires that in order to qualify for registration by the SBDE, a
commercial laboratory must employ a Certified Dental Technician, who must be on premises at least thirty
(30) hours per week.

ACCEPTABLE PROOF OF CDT WILL BE A COPY OF THE CURRENT CDT CERTIFICATION CARD WITH
THE EXPIRATION DATE INDICATED.

l, , will be the designated
(NAME)

Certified Dental Technician (CDT) of record for the following dental laboratory:

(NAME OF DENTAL LABORATORY)

| understand that the Texas State Board of Dental Examiners (SBDE) Rules and Regulations
require that I, as a the designated CDT, must be on premises of this laboratory a minimum of thirty
(30) hours per week and that | may be asked to attest that | meet the requirement.

My CDT credential is active and currently registered with the National Board of Certification
(NBC).

| am attaching a copy of my card with this application and acknowledge that it will be verified by

a member of the SBDE staff.

If | cease employment with the laboratory, | understand it is in my best interest to immediately
notify the SBDE of the change so my CDT credential can be removed from this laboratory
registration.

All facts stated herein are true and correct to the best of my knowledge.

Date Certified Dental Technician Signature

STATE OF

COUNTY OF

Before me, the undersigned authority, on this day personally appeared the applicant whose signature appears above and
who being by me sworn upon oath says that all the facts, statements and answers contained in this application are true

and correct.

Sworn and subscribed to before me, the said this the day
of , 20 , to certify which witness my hand and seal of office.
(Seal) Notary Public Signature

Dental Laboratory Application / Sept 1, 2009



FLORIDA DEPARTMENT OF t a )

PROTOCOL FOR DENTAL LABORATORY
APPLICATION REGISTRATION

Upon receipt of a completed dental laboratory
application, fee and required documents, an
applicant will receive an acknowledgment letter.

If the application is complete our office will schedule
an inspection to be completed within 30 business
days.

For questions and concerns call (850) 245-4444 ext.
3491 or email Susan_Angel@doh.state.fl.us

Board of Dentistry
4052 Bald Cypress Way, Bin C08
Tallahassee, FL 32399-3258
(850) 245-4474



FLORIDA DEPARTMENT OF

HEALT

DENTAL LABORATORY REGISTRATION APPLICATION
FEE: $200.00 NON-REFUNDABLE

Pursuant to Chapter 466.033, Florida Statutes, this is the official
registration form made referenced. Failure to complete this
application or failure to provide the requested documents shall
prevent any further consideration of your registration request. Make
check payable to Board of Dentistry & mail to address below.

1. Laboratory Name:

Laboratory Address:

Owner’s Name:

Owner’s Telephone: Office: Home:
Birth Date: Social Security No.:
2. Have you ever registered a dental lab? If yes, please provide the

registration number:

3. Business type: Sole Proprietorship Partnership Corporation*
(*Must submit certified copies of all articles of incorporation)

4. Fictitious Name Statement: If the laboratory is operating under a name other
than the owner, please provide a copy of the “fictitious name” registration from
the Secretary of State — (850) 488-9000. Please attach to this completed
application.

5. Has any owner, partner, officer, director, stockholder or employee ever been a
party to any civil, criminal or administrative proceeding involving any violation of
Chapter 466, Florida Statutes, or any regulation governing the practice of the
dental profession?

6. Has any owner, partner, officer, director, stockholder or employee ever been
convicted of, or entered a plea of guilty, nolo contendere, or no contest to, a
crime in any jurisdiction other than a minor traffic offense? You must include all
misdemeanors and felonies, even if the court withheld adjudication so that you

Board of Dentistry
4052 Bald Cypress Way, Bin C08
Tallahassee, FL 32399-3258
(850) 245-4474



FLORIDA DEPARTMENT OF

HEALT

8.

would not have a record or conviction. Driving under the influence or driving while
impaired is not a minor traffic offense for purposes of this question.

Has any owner, partner officer, director, stockholder or employee ever had a
professional license or registration revoked, suspended, or
disciplined?

Is the laboratory equipment modern and does the laboratory meet the
requirements for sanitation & safety as outlined in the attached rule?

Note: “Yes” answers for questions #5, #6 & #7 require official documents of the

occurrence which must include date, jurisdiction (state and county), offense,
disposition, and all other relevant information. “No” answer for question #8
requires an explanation.

OWNER’S NAME (PRINT OR TYPE) OWNER’S SIGNATURE DATE

Revised 2/21/2006

Board of Dentistry
4052 Bald Cypress Way, Bin C08
Tallahassee, FL 32399-3258
(850) 245-4474



SC Dept of Labor, Licensing and Regulation - Board of Dentistry
110 Centerview Drive, Suite 202

P.O. Box 11329, Columbia, South Carolina 29211-1329

(803) 896-4599; fax (803) 896-4719

www.lIr.state.sc.us

APPLICATION FOR REGISTRATION - DENTAL / ORTHODONTIC TECHNICIAN

Application must be fully completed with all requested information and documentation supplied. Application fee of
$100.00 (check or money order only) must accompany application. Application fee is non-refundable and non-
transferable. The application form itself is a public document obtainable under the Freedom of Information Act.

For Dental Technician Registration O Orthodontic Technician Registration O

Dental Technician Applicants Apply By:
[J Registration by State Board Examination
[] Registration by CDT Certification - must submit copy of current certification
[0 Registration by Written Comprehensive Examination of the National Board for Certification
in Dental Laboratory Technology (NBC) - must submit proof of successful completion

. Applicant Identifying Information
Complete this section of the form by providing all of the requested information. You must notify the Board office, in writing, of any address
changes after you file this application in order to receive further information.

Applicant's Name
Last First Middle Suffix (Jr., 1Il)

*Social Security Number U.S. Citizen: ___Yes ___ No

Preferred Mailing Address

Street City State Zip
Home Address
Street City County State Zip
Current Office Address
Street City County State Zip
Email Address:
Home Phone ( ) Business Phone ( ) Business Fax ( )
Place of Birth (City, State or Country) Date of Birth MM/DD/YYYY Gender M/ F Race (not required)
Military Service: Dates of Service:
Honorable / Dishonorable Discharge: If other than Honorable, attach a copy.
Have you ever been known by any names other than what is listed above? __ Yes No.

If yes, state in full every other name by which you have been known. If change was ma@by a Court order, enclose notarized copy of order.

Do you need special accommodations in order to take an examination? __ Yes __ No. If yes, please specify:

APPLICATION FEE: Check or Money Order in the amount of $100.00 to be made payable to: LLR — Board of Dentistry. Application fee is
non-refundable and non-transferable. Submit application and fee to: SC Department of Labor, Licensing and Regulation — Board of Dentistry, PO
Box 11329, Columbia, SC 29211-1329.

*The Social Security Number (SSN) is not subject to disclosure as public information. The disclosure of the SSN for identification purposes is authorized
and mandated by federal statutes requiring state dental boards to report to the Healthcare Integrity and Protection Data Bank (HIPDB) and the National
Practitioner Data Bank (NPDB), among others.




APPLICATION FOR A PERMIT TO OPERATE A DENTAL
LABORATORY

IN THE STATE OF OKLAHOMA
FROM THE STATE DENTAL ACT:
"Annually - before the first day of January, every dental laboratory within the state of
Oklahoma shall apply for and receive a permit by the Board of Dentistry to operate a
dental laboratory for that calendar year."
"Any change in ownership or location of a dental laboratory shall immediately be

communicated to the Board of Dentistry."

NAME OF LABORATORY:

ADDRESS:

CITY/STATE/ZIP:

1, , herewith enclose a $20.00 fee for an annual
permit to operate a Dental Laboratory in the State of Oklahoma for the calendar year
2012.

DATE SIGNATURE OF OWNER

State of

County of

Subscribed and sworn to before me this day of
Notary Public

My commission expires:
Commission number:

PLEASE COMPLETE AND FORWARD TO:

BOARD OF DENTISTRY
201 N.E. 38™ TERR., SUITE 2
OKLAHOMA CITY, OK 73105

405/524-9037

**PLEASE COMPLETE AFFIDAVIT ON BACK**



APPLICATION FOR REGISTRATION - DENTAL TECHNICIAN — Page 2

Il. Education Information

NAME OF SCHOOL / INSTITUTION LOCATION FROM (Month/Year) TO (Month/Year) GRADUATED
(City and State or Country) Yes /No

DEGREE

High School

Dental Technological Program

111. Record of Registration Information
List all states in which you have ever received certification to perform dental technological work or have worked as a dental laboratory technician. Failure to
disclose all licenses held may result in denial of your application.

STATE DATE OF REGISTRATION / EXPIRATION
CERTIFICATE NO.
CERTIFICATION DATE

IV. Personal History Information

Please respond to all questions. If you answer “Yes” to any question, you must attach a written explanation.
In addition, if you answer “Yes” to any question, you may be requested to appear before the full Board to answer additional
questions and/or provide additional information.

1. Have you ever been charged with violation of any federal, state or local statute? [dYyes [No
2. Have you ever had any written complaint, formal accusation, final order, disciplinary action Oyes ONo or
consent order filed against you by any person, jurisdiction, or dental board?

3. Have you ever taken an examination without receiving a certificate from any dental [OYes [No
examining board/agency?

V. Dental Technology Practice History. List all activities chronologically since graduation from high school. |

FROM TO
Month/ Yr Month/ Yr OFFICE ADDRESS & LOCATION TYPE OF TRAINING




APPLICATION FOR REGISTRATION - DENTAL TECHNICIAN — Page 3

VL. References
List below the names and addresses of three (3) dentists, not related to you, who are willing to write letters of recommendation
to support your application for a SC registration. You must request that each person listed below write directly to the Board, on
letterhead, indicating that you are known to him/her, in what capacity and for how long, and outlining characteristics they
believe qualify you for registration in SC. Your application will not be considered complete until letters of reference from the
dentists identified below and all other materials necessary to support your application have been received.

Name and Address Phone Number

VIl. Affidavit and Release of Applicant

I, , of

(Applicant’s Name) (City) (State)
being first duly sworn and identified as the person referred to in this application and signed photo, attest to the truth of each statement
made in said Application; that | fully realize that the determination as to whether | am admitted to practice dental technological work in
the State of South Carolina may depend largely on the truth, falsity or completeness of my answers hereinabove set forth; that | will
give any further information which may be required concerning my past record but that, to my knowledge, the answers which | have
given to the questions hereinabove are true and complete; that | hereby authorize the South Carolina Board of Dentistry, or any agent
or authorized representative of, to make a complete investigation of my character and fitness to practice dental technological work in
South Carolina and of the completeness and truthfulness of my answers hereinabove made, and | hereby release and exonerate any
person so authorized, and any person or organization supplying requested information, from liability of any kind resulting from the
investigation or furnishing of the information. | further swear that | have read and understand the law and the Rules and Regulations,
which regulate the dental professions, and agree to abide by them in the practice as a Dental Technician in the State of South Carolina.

SIGNATURE OF APPLICANT DATE
Sworn to before me this day of , 20
Affix Seal Here
NOTARY PUBLIC

My Commission Expires:

Attach Photo Here

Note: Attach a passport-type photograph taken within
the last six (6) months.

Print and Sign your name on back of photograph.

Rev. 12/11
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AFFIDAVIT OF ELIGIBILITY

Pursuant to Section 8-29-10 SC Code of Law, AL L applicants for a South Carolina license after July 1, 2008 are required
to complete and sign this Affidavit of Eligibility.

Section A: LAWFUL PRESENCE in the United States.

I, (please print your full name) , swear or affirm under penalty of perjury under the laws of the State
of South Carolina that (check 1, 2 or 3 below):

1. Tama United States citizen or legal permanent resident eighteen years of age or older; or
2. Tamnot a US citizen but am lawfully present in the US as evidenced by one of the following
a.  lamaqualified alien as defined in 8 U.S.C. sec 1641, eighteen years of age or older.
b.  Iam anonimmigrant under the “Immigration and Nationality Act,”
Federal Public Law 82-414 as amended, eighteen years of age or older.
3. Tamnot physically present in the US under 8 U.S.C. sec 1621 (c) (2) (c) or employed in the US
pursuant to 8 U.S.C. 1621 (¢) (2) (a) (check either a or b below):
a. _ lama US citizen, not physically present or employed in the United States.
b.  Iam a Foreign National, not physically present or employed in the United States.

If you selected either 3.a. or 3.b., you do not need to complete Section B. Skip to Section C.

Section B: Secure and Verifiable Document. This section must be completed if you checked number 1 or 2 in Section
A.

1. Please check one of the following acceptable secure and verifiable documents. Complete documentation must be
provided upon request only.
(] Any South Carolina Driver License, South Carolina Driver Permit or South Carolina Identification Card,

expired less than one year.

[] Out-of-state issued photo Driver's License or photo identification card, photo driver’s permit expired less than
one year. State:

[ ] Valid Temporary Resident Card
[] Certificate of Naturalization with intact photo
[ ] Certificate of (US) Citizenship with intact photo

[] Other: (Name of verifiable document)




APPLICATION FOR REGISTRATION - DENTAL TECHNICIAN — Page 5

/ /
Social Security Number

2. Enter the state or the federal agency name where this secure and verifiable document was issued.

(If issued by a state agency, include both the state and agency name.)

3. What is the secure and verifiable document number?

4. What is the expiration date of your secure and verifiable document? /[ (month/day/year)

(If you hold a document without an expiration date, such as a military ID or naturalization certificate, please write
N/AY)

Section C: Attestation.

e [ understand that this sworn statement is required by law because I have applied for or hold a professional or
commercial license regulated by 8 U.S.C. sec. 1621. I understand that state law requires me to provide proof that [ am
lawfully present in the United States. I may also be required to provide proof of lawful presence.

e [ understand that in accordance with section 8-29-10 false statements made herein are punishable by law. I state under
penalty of perjury that the above statements are true and correct.

e [ am the person identified above and the information contained herein is true and correct to the best of my knowledge.
I understand that under South Carolina law, providing false information is grounds for denial, suspension or
revocation of a license, certificate, registration or permit.

e [ understand that the above information must be disclosed to the Department of Labor, Licensing and Regulation upon
request and is subject to verification.

Signature Date

Please print your name as shown on your secure and verifiable document.

Professional License Type:

License Number (if already licensed):

The South Carolina Code of Laws requires that every individual who applies for an occupational or professional license provide a social security
or alien identification number for use in the establishment, enforcement and collection of child support obligations and for reporting to certain
databanks established by law. Failure to provide your social security number for these mandatory purposes will result in the denial of your
licensure application. Social security numbers may also be disclosed to other governmental regulatory agencies and for identification purposes
to testing providers and organizations involved in professional regulation. Your social security number will not be released for any other purpose
not provided for by law.

9/08  Affidavit of Eligibility



(August 19, 2010 - Rev.) COMMONWEALTH OF PENNSYLVANIA  (Formerly form H114.120/H114.614)
DEPARTMENT OF HEALTH

Application for Registration under the Drug, Device and Cosmetic Act and Licensure under the Wholesale Prescription Drug Distributor’s Act

Pay fee with check or money order payable to “Pennsylvania Department of Health.” Major Credit card payment, provide information below. Only
one fee, the highest amount, is due regardless of the number of applicable category types Unless your business involves distribution sales of
prescription drugs, controlled substances, or medical gas then both, the distributor license and registration are due. Return form along with fee(s) to:
PENNSYLVANIA DEPARTMENT OF HEALTH: DRUG & DEVICE REGISTRATION SECTION
132 KLINE PLAZA, SUITE A, HARRISBURG, PENNSYLVANIA 17104
PHONE (717) 783-1379 FAX (717) 772-0232
Check all blocks which apply (If fee-exempt mark only fee-exempt boxes)

Check Type of Enterprise Fee
O Manufacturer or Re-packager/labeler of Prescription Drugs, Controlled Substances, and/or Medical Gas Transfiller $400
O Manufacturer or Re-packager/labeler of Non-prescription Drugs or Cosmetics* $100
O Wholesaler/Distributor of Prescription Drugs and/or Controlled Substances, and/or Medical Gases (License) $10
O Distributor of Prescription drugs and/or Controlled Substances, and/ or any seller of Med. Gases (Registration)** $100
O Distributor of Non-prescription Drugs or Cosmetics* $25
O Devices-Medical: Manufacturer, Reprocessor, Distributor, or Retailer $25
O Retailer of Non-prescription drugs, Medicated Cosmetics, or Medicated Over-the-Counter Products* $10
O Fee-exempt*** Distributor, Manufacturer, Retailer of Drugs (all types) and/or Devices (Registration) None
O Fee-exempt***Distributor of Prescription and/or Controlled Substance Products (License)

*[Some OTC, Cosmetics, & Herbal Products are Drugs and may require registration] **(direct/consumer sales or indirect/distribution sales)
***(Tax-exempt- Some examples are charitable nonprofit organizations and certain government affiliated organizations.)

Name of Establishment:

Facility Address/City/Zip Code/County:

Telephone no. (including area code) for facility

Billing address if different from above:

Contact person for entity and Telephone number:

Contact Person’s Address if different than above

List other trade/business names used:

Type of ownership (corporation, partnership, sole proprietorship, etc):

Ownership Name(s): Individual, Partners, or Corporate Officers (and title):

(If change of ownership please list previous registration no. or name.. )

If incorporated, State in which establishment is incorporated and date of incorporation

Has the applicant or have any of the officers, agents or employees of the establishment ever been convicted of any violation of federal or
Pennsylvania laws dealing with controlled substances? 0 No [Yes If yes, fully describe on other side.

Has the applicant or have any of the officers, agents or employees of the establishment had a license or equivalent authorization previously held for
the manufacture of distribution of any drugs denied, suspended, revoked, restricted or subjected to any other sanction for disciplinary reasons by a
government authority? 0 No [OYes If yes, fully describe on other side

Please indicate an e-mail address for your business:
(optional, for Internet Renewal/Notification and information)

Corporate Federal Tax ID (optional, for purposes of renewing multiple registrations): -

If Payment by Credit card: - - - Exp. Date: __ _ /_

Applicant Name/Title Date:
Address and Telephone number: (If different than above)

Register/Renew Online — Additional Program Information — Visit Our Website!
WWW.HEALTH.STATE.PA.US/DDC




Oklahoma Board of Dentistry APPENDIX 6 4/24/12 5:13 PM

Oklahoma T

Board of Den’riS‘Fry -
Heenses LABORATORIES WITH PERMITS

Complaints

Rules 3ABCDEFGHIJKLMNOPRSTVYWY

Statistics Laboratory Name: A and J Dental Lab

Staff Address: 601 W. 17th
City / State / Zip: Sulphur OK 73086
Owner Name: Audrey Caudle

Meetings

Newsletter

Laboratory Name: A X-Ceptional Quality Denture Lab
Address: P.O. Box 472064

City / State / Zip: Tulsa OK 74147

Owner Name: Tracy Ann Davis

Laboratory Name: Adams Partial Denture Laboratory
Address: 3912 S. Oak Ave.

City / State / Zip: Broken Arrow OK 74011

Owner Name: Gregory D. Adams

Laboratory Name: Advanced Dental Arts
Address: RR 1 Box 2600

City / State / Zip: Thackerville OK 73459
Owner Name: Pat Dowdell

Laboratory Name: Agee Dental Laboratory
Address: P.O. Box 227

City / State / Zip: Glenpool OK 74033
Owner Name: Brian Agee

Laboratory Name: Alexander Dental Lab
Address: 12324 E. 86th St. N., #232

City / State / Zip: Owasso OK 74055
Owner Name: Geoffrey L. Alexander

Laboratory Name: Anderson Dental Lab
Address: 2521 S. 124th E. Ave.

City / State / Zip: Tulsa OK 74129
Owner Name: James Anderson

Laboratory Name: Au Dental Laboratory
Address: 1219 W. Frank Phillips Blvd.
City / State / Zip: Bartlesville OK 74003

http://www.dentist.state.ok.us/lists/laba.htm Page 1 of 2



Oklahoma Board of Dentistry 4/26/12 10:10 AM

Oklahoma T

Board of Den’riS‘Fry -
Heenses LABORATORIES WITH PERMITS

Complaints

Rules 3ABCDEFGHIJKLMNOPRSTYWY

Statistics Laboratory Name: B & B Dental Studio of Ardmore

Staff Address: 182 Sierra St.

City / State / Zip: Ardmore OK 73401
Owner Name: Brett Neher
Laboratory Name: B.M. Ortho Lab
Address: 824 24th Ave. N.W.

City / State / Zip: Norman OK 73069
Owner Name: Brandon McCune

Meetings

Newsletter

Laboratory Name: B.R.B. Dental Lab
Address: 805 E Hobson, #C
City / State / Zip: Sapulpa OK 74067
Owner Name: Billy R. Battle

Laboratory Name: Bair Dental Lab
Address: 910 Stoneridge Dr.

City / State / Zip: Stillwater OK 74074
Owner Name: Bob Bair

Laboratory Name: Baker Crown & Bridge
Address: 301 Choctaw

City / State / Zip: Bartlesville OK 74003
Owner Name: Charles R. & Michelle Baker

Laboratory Name: Barnett Dental Lab
Address: 174 E. Brooken Rd.

City / State / Zip: Stigler OK 74462
Owner Name: Paul Barnett

Laboratory Name: Baron Dental Lab, Inc.
Address: 6565 South Yale, #907

City / State / Zip: Tulsa OK 74136

Owner Name: Aaron D. Hutchison

Laboratory Name: Barton Dental Laboratory
Address: 3015 E. Skelly Dr., #327
City / State / Zip: Tulsa OK 74105

http://www.dentist.state.ok.us/lists/labb.htm Page 1 of 2



Oklahoma Board of Dentistry 4/26/12 10:10 AM

Owner Name: Harvey Barton

Laboratory Name: Bella Denti Dental Laboratory
Address: 3817 N. Asbury Ave., #C

City / State / Zip: Bethany OK 73008

Owner Name: Nathan Graham

Laboratory Name: Bezalel Dental Lab
Address: 215 East 2nd

City / State / Zip: Skiatook OK 74070
Owner Name: Cimberly F. Fowler

Laboratory Name: Bill's Dental Lab, Inc.
Address: 30270 E. 69th St. S.

City / State / Zip: Broken Arrow OK 74014
Owner Name: Billy L. Morris

Laboratory Name: Blue Star Dental, Inc.
Address: 624 S.W. 'D' Ave.

City / State / Zip: Lawton OK 73501
Owner Name: Dr. Wavel Wells

Laboratory Name: Bob's Dental Lab
Address: P.O. Box 396

City / State / Zip: Duncan OK 73534
Owner Name: Bobby Moore

Laboratory Name: Brooks Dental Lab
Address: 1933 Quail Run

City / State / Zip: Newcastle OK 73065
Owner Name: Brooks C. DeMunbrun

201 N.E. 38th Terr., #2 - Oklahoma City, OK 73105
TEL: (405) 524-9037 FAX: (405) 524-2223
Email:
Business Hours: Monday-Friday 8:30am to 4:30p

http://www.dentist.state.ok.us/lists/labb.htm Page 2 of 2



APPENDIX 7

Virginia Dental Statue Call Log

1) Ijust got a call today from Barbara Smith, she indicated that her husband has a
practice in Danville and she was looking for help to report a Smith Dental Lab in
Danville who she says was seeing patients and practicing dentistry without license.
Barbara said she called the BOD and was told they do not regulate labs but that she
could file a report since the lab was practicing dentistry without a license. She said the
report is gear to complaints against dentist and not labs so she did not know what to do.

| asked her to file the complaint and to also contact the VDA for help. | also asked her
to call her state representatives and a tell them her story. Not the smoking gun but
perhaps a great representation about why we need registration.

Barbara Smith
434 250-0689

2) Ron Emmons - Triangle Dental Labs in Triangle VA (703) 221-1555 shares
concern and likes HB267. Long time coming and was stunned to hear the bill was
defeated by the BOD. Was concerned over the thousands of dollars he has in
prescription pads. Does not feel fair that they should be worthless and would call
BOD and delegates.

3) James Hartzell DDS and CDT - Lab owner in California (661) 904-7421. Supportive
and believes that its was needed to help US labs compete more fairly on a level
playing field. He lets me labs in CA doing PFMs for $16.00 (or $60.00) a unit. Feels
garage labs are ruining the business.

4) Jaryd Royer (boudicious @gmail.com from JDL Laboratory in Port Neches TX. |
have recently read the article in pertaining to the VDLSA in the newest edition of "iDT-
Inside Dental Technology" and as was Dr. Zapatero, | am compelled by this story. My
family owns a dental lab in the town of Port Neches, TX, called JDL Laboratories. We
have noticed a dramatic drop in business in the realm of restorative dentistry as a
whole, and being an aspiring dental student | am immediately drawn to this. | was
curious if there is any more text related to this act that could better educate me and our

"U.S.A.DLSA" would be more appropriate due to our economic drop etc. Please contact
me if you have any additional information and also if there is any way that we could help
or get more involved.



