Levy, Mark B

From: Joyce Hess <jhess@Hanger.com>
Sent: Monday, May 18, 2015 12:07 PM
To: Levy, Mark B

Subject: RE: Rules Hearing 06.09.15 (G - J)
Hi Mark,

The language for custom fab is OK. Like you said, the tricky part is non-licensed/certified people delivering for charity
and/or school projects. Then the liability goes elsewhere.

Joyce Hess

Certified Pedorthist

Hanger Clinic
5551 Monroe
Sylvania, OH 43560
419-841-9852

419-843-2727 fax

Empowering Human Potential

www.Hanger.com

www.Facebook.com/HangerNews

www.youtube.com/hangernews

www.Twitter.com/HangerNews

www.HangerSabelFoundation.org - Hanger in Haiti

www.EmpoweringAmputees.org - The online social networking site for amputees

From: Levy, Mark B [Mark.Levy@opp.ohio.gov]
Sent: Monday, May 18, 2015 8:41 AM



To: Joyce Hess
Subject: RE: Rules Hearing 06.09.15 (G -J)

Thanks for reading! [;?)

Did you look at the language in the definitions regarding custom fab? OK as is? No change by amendment/addition
needed?

Mark B. Levy, Board Director

State Board of Orthotics, Prosthetics and Pedorthics
77 S. High St., 18th Floor

Columbus, OH 43215

tel: 614-466-1157

fax: 614-387-7347

email: mark.levy@opp.ohio.gov

website: http://opp.ohio.gov

From: Joyce Hess [mailto:jhess@Hanger.com]
Sent: Monday, May 18, 2015 8:36 AM

To: Levy, Mark B

Subject: RE: Rules Hearing 06.09.15 (G -J)

Hi Mark,

| would say that the 3-D process (being CAD generated) fits within the current scope of practice for the O&P
practitioners.

Joyce Hess

Certified Pedorthist

Hanger Clinic

5551 Monroe
Sylvania, OH 43560
419-841-9852[X]

419-843-2727[X] fax



Empowering Human Potential

www.Hanger.com<http://www.hanger.com/>

<http://www.facebook.com/HangerNes>www.Facebook.com/HangerNews<http://www.facebook.com/HangerNews>

www.youtube.com/hangernews<http://www.youtube.com/hangernews>

www.Twitter.com/HangerNews<http://www.twitter.com/HangerNews>

www.HangerSabelFoundation.org<http://www.hangersabelfoundation.org/> - Hanger in Haiti

www.EmpoweringAmputees.org<http://www.empoweringamputees.org/> - The online social networking site for
amputees

From: Levy, Mark B [Mark.Levy@opp.ohio.gov]
Sent: Friday, May 15, 2015 9:47 AM

To: Levy, Mark B

Subject: Rules Hearing 06.09.15 (G -J)

Rules process update posted to website<http://www.opp.ohio.gov/Additionallnformation/RuleReview.aspx>.

- Rules Hearing Notice:

06.09.2015<http://www.registerofohio.state.oh.us/pdfs/phn/4779 NO 273239 20150505 1433.pdf>
- Next rules round: update definitions to address 3-D
printing<http://www.opp.ohio.gov/Portals/0/Online%20Documents/3-
D%20print%20prosthetics%20definitions%20memo.pkt.pdf>? Tell us what you think.

Mark B. Levy, Board Director

State Board of Orthotics, Prosthetics and Pedorthics

77 S. High St., 18th Floor

Columbus, OH 43215

tel: 614-466-1157[X]

fax: 614-387-7347[X]

email: mark.levy@opp.ohio.gov<mailto:mark.levy@opp.ohio.gov>

website: http://opp.ohio.gov<https://mail.hanger.com/owa/UrlBlockedError.aspx>

The information transmitted is the property of Hanger and is intended only for the person or entity to which it is
addressed and may contain confidential and/or privileged material. Any review, retransmission, dissemination or other
use of, or taking any action in reliance upon, this information by persons or entities other than the intended recipients is
prohibited. If you received this in error, please contact the sender and delete the material from any computer.



The information transmitted is the property of Hanger and is intended only for the person or entity to which it is
addressed and may contain confidential and/or privileged material. Any review, retransmission, dissemination or other
use of, or taking any action in reliance upon, this information by persons or entities other than the intended recipients is
prohibited. If you received this in error, please contact the sender and delete the material from any computer.



Levy, Mark B

From: Dianne Farabi <dfarabi@columbus.rr.com>
Sent: Wednesday, May 20, 2015 9:51 AM

To: Levy, Mark B

Subject: 3D Printing

Mark,

Following are a couple of comments re. 3D printing regulation. | anticipate receiving more which | will compile but
thought you’d like to see some early responses.

“In my opinion, the 3D Printing would fall under the same specs as CAD/CAM. Therefore, if 3D printing should be
utilized in O&P manufacturing it should follow the guidelines between what is specified in the descriptor of a custom
fabricated/molded to patient model in order to keep the quality of patient care under the licensing or our national
certification rules. In addition to this | feel any manufacturer that would want to be involved in lending any specific
patient or clinical design technique to their services should be made to possess some form of license to their facility(s) or
person(s) therein. “

1. Does 3-D manufacture assisted prosthetic design and manufacturing fall within the allowable scope of practice of a
licensed or certified prosthetist? Yes

1.1. Does 3-D manufacture assisted prosthetic design and manufacturing fit within the general description of
“custom fabrication and custom fitting”?
E (1) b should be changed to include 3D printing or FDM (fused deposition modeling). ...a computerized positive model
and then [a device is fabricated based on this positive model of the patient.]

This would leave the fabrication open to anything based on CAD-CAM.

2. Does 3-D manufacture assisted prosthetic design and manufacturing entail development of a “computerized positive
model” that fits within the current Ohio regulatory language?

Yes

3. What changes by amendment, addition or deletion of current language might be indicated to assure that Prosthetic
Practitioners can provide services utilizing the most current technologies available?

See the 1.1 answer above in []

4. Is there anything about the 3-D printing and manufacture enterprise or protocol itself to indicate it is a technique that
cannot or should not be utilized by a professionally appropriate, standards-based prosthetic practitioner?

No

5. Are there any other questions to consider in this review?Why is the definition of custom fabrication so specific? Are
we trying to limit how it is done for a reason? Can it be made more generic to allow for future scan a fabrication
technology?

Diocvvwe Fowrabis
Ohio O & P Association
(614) 659-0197

(614) 336-8596 fax



Levy, Mark B

From: brian.weaver.cpo@gmail.com on behalf of Brian Weaver <weaverb@orst.edu>
Sent: Thursday, July 30, 2015 10:40 AM

To: Levy, Mark B

Cc: DPM Animesh Bhatia (asbhatia@hotmail.com); Jeff Hagman

(jeff@brightprosthetics.com); jmacedonia@hanger.com; Matthew J. Lampke; Tammy
Daulton; Dianne Farabi; butchkol@columbus.rr.com
Subject: Re: challenge, threat, or opportunity?

There are many questions that come to mind, but I think with some simple (easy to say) verbiage changes to our
language:

4779-3-02 (E) (1) (b):
A digital image of the patient's body part is made using computer-aided design-computer aided
manufacture (CAD-CAM) systems software. This technology includes specialized probe/digitizers and
scanners that create a computerized positive model and then direct milling equipment to carve a positive
model. The device is then individually fabricated and molded over the positive model of the patient.

We could add (c) ??
A digital image of the patient's body part is made using computer-aided design-computer aided
manufacture (CAD-CAM) systems software along with direct printing/fabricating hardware. This
technology includes specialized probe/digitizers and scanners that create a computerized positive model
and then direct milling equipment to carve a negative model designed to be worn on the patient's limb.

Brian Weaver, LPO

American Orthopedics

1151 W. 5th Ave

Columbus, OH 43212
www.facebook.com/americanorthopedics
www.amerortho.com

weaverb@orst.edu

614-291-6454

614-291-2874 (fax)

Notice to Recipient: This e-mail is confidential and meant only for the intended recipient[s] of the transmission
and may be a communication privileged by law. If you received this e-mail in error, any review, use,
dissemination, distribution or copying of this e-mail is strictly prohibited. If you are not the intended recipient,
please contact the sender by reply e-mail and please delete this e-mail from your system and destroy any copies.

On Mon, Jul 13, 2015 at 8:55 AM, Levy, Mark B <Mark.Levy@opp.ohio.gov> wrote:

https://www.facebook.com/MicMedia/videos/vh.174742062548592/962044983818292/?type=2&theater
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