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Safety & Regulations
TCM Herbal Telemedicine

1

Galina V. Roofener
L.Ac., L.C.H., A.P., Dipl. Ac. (NCCAOM)®, Dipl. C.H. (NCCAOM)® 

Disclaimer 
• All files reflected in this presentation are fully 

FDA compliant reflecting imaginary 
patients.

• Author has no financial interests with any of 
the companies referred to in this 
presentation.

• Author has no intentions to promote a 
specific product or a company reflected in 
this presentation
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Syllabus 
• Telemedicine/Telehealth in US
• Telemedicine Rules and Regulations. 
• Telemedicine specifics to TCM Practice. 
• Strategies to avoid Medical Errors.
• HIPAA compliant Telehealth Technology
• Contraindications and referral guidelines at Cleveland 

Clinic herbal clinic. 
• Herbal pharmacy selection guidelines.
• EHR records.
• Patient Communication.
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Market Readiness

6Source: American Well Webinars.
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Telemedicine Utilization

7Source: American Well Webinars

Use by age

8Source: American Well Webinars
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Why Should I Offer 
Telehealth?

9Source: American Well Webinars

I am not a Medical Doctor,
Do I need to comply with telemedicine law? 

If you are:

• Licensed/Certified healthcare provider in any state
• Offering individualized consult
• Collecting personal information of a patient 
• Reviewing health history 
• Performing an assessment
• Establishing diagnosis
• Creating a treatment plan
• Recommending treatment

You ARE the subject to federal and state licensing 
regulations and practice law! 

Including Telemedicine & TCM governing law. 
10
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Under FL rule HB 23, the following licensed or certified 

professionals are considered “telehealth providers:”

• Basic X-ray machine operators; 
general radiographers; nuclear 
medicine technologists; radiologist 
assistants; specialty technologists 
• Respiratory therapists 
• Dietetics and nutrition 
practitioners; nutrition counselors 
• Athletic trainers 
• Orthotists; pedorthists; prosthetist; 
prosthetist-orthotists 
• Electrologists 
• Massage therapists 
• Clinical laboratory personnel 
• Medical physicists 
• Opticians 
• Physical therapists 
• Psychologists 
• Clinical social workers 
• Marriage and family therapists 
• Mental health counselors 

11

• Behavior analysts 
• Emergency medical technicians 
• Paramedics 
• Acupuncturists 
• Allopathic physicians 
• Osteopathic physicians 
• Allopathic and osteopathic 

physician assistants 
• Chiropractors 
• Podiatrists 
• Optometrists 
• Nurses (any type) 
• Pharmacists 
• Dentists 
• Midwives 
• Speech-language pathologists 
• Audiologists 
• Occupational therapists 

Cross-State Licensing
Telehealth

• To Practice telemedicine  you MUST be 
licensed in the state where patient resides!

• May 11, 2018, 08:59:00 AM
VA Expands Telehealth by Allowing Health Care Providers to Treat 
Patients Across State Lines
• https://www.va.gov/opa/pressrel/pressrelease.cfm?id=4054

New technologies are revolutionizing health care and VA is 
recognized as a world leader in the development and use of 
telehealth. Telehealth services are mission-critical to the future 
direction of VA care to Veterans.
• https://www.va.gov/COMMUNITYCARE/docs/news/VA_Telehe

alth_Services.pdf

12

https://www.va.gov/opa/pressrel/pressrelease.cfm?id=4054
https://www.va.gov/COMMUNITYCARE/docs/news/VA_Telehealth_Services.pdf
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Florida Professional 
Regulation/Health & 

Safety Definitions
• “Telemedicine means the practice of medicine by a licensed 

Florida physician or physician assistant where patient care, 
treatment, or services are provided through the use of 
medical information exchanged from one site to another via 
electronic communications. Telemedicine shall not include 
the provision of health care services only through an audio 
only telephone, email messages, text messages, facsimile 
transmission, U.S. Mail or other parcel service, or any 
combination thereof.”

FL Admin Code 64B15-14.0081. (Accessed Mar. 2019).

13

Source: https://www.cchpca.org/telehealth-policy/current-state-laws-
and-reimbursement-policies?jurisdiction=38&category=All&topic=All

Florida Rule: 64B15-14.0081 
Standards for Telemedicine Practice. 

• (2) The standard of care, as defined in Section 456.50(1)(e), 
F.S., shall remain the same regardless of whether a Florida 
licensed physician or physician assistant provides health 
care services in person or by telemedicine. 

• (3) Florida licensed physicians and physician assistants 
providing health care services by telemedicine are 
responsible for the quality of the equipment and technology 
employed and are responsible for their safe use. 
Telemedicine equipment and technology must be able to 
provide, at a minimum, the same information to the 
physician and physician assistant which will enable them to 
meet or exceed the prevailing standard of care for the 
practice of medicine

https://www.flrules.org/gateway/RuleNo.asp?title=PRACTICE%20REQUIREMENTS&ID=64B15-14.0081

14

https://www.flrules.org/gateway/RuleNo.asp?title=PRACTICE%20REQUIREMENTS&ID=64B15-14.0081
https://www.flrules.org/gateway/RuleNo.asp?title=PRACTICE%20REQUIREMENTS&ID=64B15-14.0081
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Florida Rule: 64B15-14.0081 
Standards for Telemedicine Practice. 

• (4) Controlled substances shall not be prescribed 
through the use of telemedicine. This provision does not 
preclude physicians from ordering controlled substances 
through the use of telemedicine for patients hospitalized 
in a facility licensed pursuant to Chapter 395, F.S. 

• (5) Prescribing medications based solely on an 
electronic medical questionnaire constitutes the failure 
to practice medicine with that level of care, skill, and 
treatment which is recognized by reasonably prudent 
physicians as being acceptable under similar conditions 
and circumstances, as well as prescribing legend drugs 
other than in the course of a physician’s professional 
practice.

15

Florida Rule: 64B15-14.0081 
Standards for Telemedicine Practice. 

• (7) The practice of medicine by telemedicine does 
not alter any obligation of the physician or the 
physician assistant regarding patient confidentiality 
or recordkeeping.

• (8) A physician-patient relationship may be 
established through telemedicine.

• (9)(a) Nothing contained in this rule shall prohibit 
consultations between physicians or the 
transmission and review of digital images, 
pathology specimens, test results, or other medical 
data by physicians or other qualified providers 
related to the care of Florida patients.

16
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Florida Telemedicine Licensure
• Professional Board Telehealth-

Specific Regulations
FL Board of Medicine
FL Board of Osteopathic Medicine
Florida Admin Code 64B15-14.0081

• At the time of licensure renewal, 
each healthcare practitioner, as 
defined in Section 456.001, F.S., 
must fully complete DH5019-
MQA (07/2016), Telehealth 
Practitioner Survey, incorporated 
by reference and available at 
https://www.flrules.org/Gateway/reference
.asp?No=Ref-07607.

17
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https://www.flrules.org/gateway/RuleNo.asp?title=PRACTICE%20REQUIREMENTS&ID=64B15-14.0081
https://www.flrules.org/Gateway/reference.asp?No=Ref-07607
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Ohio 
Oriental Medicine Law

4762.10 Supervisory period; treatment instructions for herbal therapy.

(D) In an individual's practice of oriental medicine or acupuncture pursuant 
to a certificate to practice issued under this chapter, all of the following 
apply:

• (1) Prior to treating a patient, the individual shall advise the patient that 
oriental medicine or acupuncture, as applicable, is not a substitute for 
conventional medical diagnosis and treatment.

• (2) On initially meeting a patient in person, the individual shall provide in 
writing the individual's name, business address, and business telephone 
number, and information on oriental medicine or acupuncture, as 
applicable, including the techniques that are used.

• (3) While treating a patient, the individual shall not make a diagnosis. If a 
patient's condition is not improving or a patient requires emergency 
medical treatment, the individual shall consult promptly with a physician.

• http://codes.ohio.gov/orc/4762
19

Traditional Herbal Medicine 
may or may not be represented in the 

Acupuncturist Scope of Practice

• Illinois legislature passed the Acupuncture Practice Act in 2018, 
licensed acupuncture practitioners have been able to provide a 
much wider range of treatments commonly used alongside 
acupuncture. In addition to an expanded scope that includes 
cupping, Asian body work, cold laser, etc., practitioners are also able 
to prescribe herbal remedies for the first time. Starting January 2020, a 
new state law will require acupuncturists who want to practice 
Chinese herbology to take an ACAOM-accredited course and pass 
an additional board exam. 

• Kentucky – I have not found any mentioning of Herbs, Nutraceuticals 
or Labs ordering in the scope of practice.

• Maine - Refrain from recommending medicines or treatments of a secret
nature, and adequately disclose the contents of medicines or the nature 
and description of treatments recommended to a patient. 

20

Check the state there your patient resides 
legislative authorities for law changes frequently!

http://codes.ohio.gov/orc/4762.10v1
http://codes.ohio.gov/orc/4762
http://www.ilga.gov/legislation/ilcs/ilcs3.asp?ActID=1290&ChapterID=24
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Statistics – Conditions 
Treated via Virtual Visits

21Source: American Well Webinars

Conventional Medicine 

22
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Yin Qiao anyone?

23Source: American Well Webinars

Florida Rule: 64B15-14.0081 
Standards for Telemedicine Practice. 

Physicians and physician assistants shall not provide treatment 

recommendations, including issuing a prescription, via electronic or other 

means, unless the following elements have been met:

(a) A documented patient evaluation, including history and physical 

examination to establish the diagnosis for which any legend drug is 

prescribed.

(b) Discussion between the physician or the physician assistant and the 

patient regarding treatment options and the risks and benefits of 

treatment.

(c) Maintenance of contemporaneous medical records meeting the 

requirements of Rule 64B15-15.004, F.A.C. 24
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SOAP 
• Patient’s name, DOB, Treatment date, Type of visit (in-person /virtual) 

• Current medications: including prescriptions, over the counter 
products, herbs, and supplements

• Known allergies, health history, comorbidities 

• Subjective Symptoms

• Objective examinations including tongue, pulse, etc.

• Billable ICD-10 diagnosis & Non-Billable TM pattern

• TCM principle/strategy: clear heat, transform phlegm, move Qi, etc.

• TCM treatment: Acupuncture, Nutrition, Herbs (Herbal Rx must 
include: Lot number, expiration date, allergy warning, each 
Ingredient dosage, intake dose, how many times a day, etc.)

25

4 Pillars of TCM Examination

26

• Observation: Use video
Notice - appearance, rash, 
complexion, patients ROM, behavior, 
mental state, etc

• Palpation: Be creative
Ask a patient to push on this… area, 

• Questioning & Listening: use audio 
Real time interaction with a patient, 
no different from in person exam
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TCM Tongue

27

TCM Pulse

28
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Moderate, vacuous, sunken, irregular, thin 

29

Moderate, replete, floating, regular 

30
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Racing, vacuous, rootless, irregular, thin

31

Atrial Fibrillation

HIPAA Requirements
HIPAA guidelines on telemedicine is contained within 
the HIPAA Security Rule and stipulates:
• Only authorized users should have access to ePHI.
• A system of secure communication should be 

implemented to protect the integrity of ePHI.
• A system of monitoring communications containing 

ePHI should be implemented to prevent accidental 
or malicious breaches.

• Unsecure channels of communication such as SMS, 
Skype, and email should not be used for 
communicating ePHI at distance.

• https://www.hipaajournal.com/hipaa-guidelines-
on-telemedicine/

32

https://www.hipaajournal.com/hipaa-guidelines-on-telemedicine/
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Informed Consent to Telehealth 
(is not mandated by Florida – last checked 07/13/19 - subject to change)

• I understand that telemedicine is the use of electronic 
information and communication technologies by a 
health care provider to deliver services to an individual 
when he/she is located at a different site than the 
provider; and hereby consent to PROVIDER NAME HERE 
providing consulting services to me via telemedicine. 

• I understand that the laws that protect privacy and the 
confidentiality of medical information also apply to 
telemedicine. I understand that I have the right to 
withhold or withdraw my consent to the use of 
telemedicine in the course of my care at any time, 
without affecting my right to future care or treatment.

33

Electronic Health Records (EHR)  Software

34
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Charm EHR Telehealth Features
• ChARM TeleHealth service, a HIPAA compliant end-to-end telehealth solution for 

your practice.
• Patients can pay online and book telehealth appointments from ChARM Patient 

Portal and practice website.
• Providers can have secure telehealth session with patients and write chart notes 

simultaneously from ChARM EHR.
• ChARM video platform works on both Desktop and Mobile Devices.
• Multi-user telehealth sessions allow more than one patient representatives to 

participate in the video call.
• Screen sharing feature helps patient to share medical records stored on their 

desktop and mobile phone with providers.
• Providers can also have an instant text chat with patients during telehealth 

sessions.
• TeleHealth Kiosk supports assisted telehealth sessions from remote facilities.
• Providers can create their own compliance document and get patient's consent 

before every telehealth session.
• Consultation summary is automatically shared with patients at the end of 

telehealth session.
• Supports local recording of telehealth sessions in provider's computer. The 

recorded files can be uploaded to ChARM Patient Documents for future 
reference.

35

Provider Schedule

36

https://www.charmhealth.com/resources/telehealth/video-consultation.html
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Email Remainder to Patient

37

Patient’s Charm EHR Portal

38
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Charm HER Patient’s portal

39

Appointments Folder
Patient’s Virtual Visit Check In

40
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If initial encounter is established via telemedicine, a patient 
must present valid means of identification prior to an 
appointment. 
Patient can upload scanned ID, Lab work, Images, etc. into the 
CharmEHR documents folder and shared with the provider.

Mobile Patient 

42
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Provider Side – Patient’s Chart

43

CharmEHR Provider Legal Consent

44
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Provider view - Virtual Consult in Action

45

Charting during virtual visit 

46
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Unified Practice
Electronic Health Records (EHR)  Software

47Source: https://www.unifiedpractice.com/

Unified Practice EHR Telehealth Features 

• Practice management and electronic health records for TCM practitioners. 
Telehealth feature included in all subscriptions through COVID-19

• Patients can book telehealth appointments from practice website.

• Providers can have secure telehealth session with patients and write chart 
notes simultaneously from Unified Practice

• Unified Practice telehealth works on both desktop and mobile devices.

• Multi-user telehealth sessions allow more than one patient representatives to 
participate in the video call.

• Screen sharing feature helps patient to share medical records stored on their 
desktop and mobile phone with providers.

• Providers can upload their own consent form and get patient's consent before 
every telehealth session.

• By upgrading to a paid account, providers can also have an instant text chat 
with patients during telehealth sessions.

• Practitioner can upgrade to a paid account to record sessions

48

https://www.unifiedpractice.com/
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Booking Telehealth Appointment

49Source: https://www.unifiedpractice.com/

Email and/or SMS Reminder to Patients

50

https://www.unifiedpractice.com/
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Upload your consent forms for express 
permission from patients for telehealth 

(these are filled out by patients prior to appointment)

51

52

Practitioners can join from 
calendar or set up email or SMS 
reminders for themselves
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Charting during virtual  visit

53

Provider Side – Patient’s Chart (iPad)

54
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Creating Herbal Rx

55

Printing Herbal Rx label 

56
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VSee Telehealth Platform

57

Patients proceed to consult

58
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Patient’s Vsee Portal

59

VSee informed consent

60
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If initial encounter is established via telemedicine, a patient 
must present valid means of identification prior to an 
appointment. 
Patient can upload scanned ID, Lab work, Images, etc. into 
VSee app before the appointment start.
Practitioner will have to relocate it to your EMR system.

61

Vsee Standard Intake

62
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Provider Side – Waiting Room

63

Referral Guidelines to 
Traditional Medicine  Herbal Clinic 
• Vague multiple symptoms
• Poor response to conventional treatment
• Does not want to take pharmaceuticals
• Developed resistance to pharmaceuticals
• To counteract side effects of pharmaceuticals
• To aid in fertility treatment
• Digestive disorders
• Chronic constipation/diarrhea/irritable bowels &bladder
• Poorly understood diagnosis of “syndrome”
• To restore convalescent patient after serious disease 

treatment  (ex: post chemo, etc)
• Preventative treatment (ex: easy catching flu)
• Chronic pain that did not responded to acupuncture

64
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Contraindication  for 
Traditional Herbal Medicine 

• If patient is on: Coumadin, 
Warfarin, Heparin, Interferon.

• Active Chemo – only with 
written referral of their 
oncologist

• If patient has: Liver or Kidney 
failure (elevated liver enzymes)

65

FDA Regulations for Chinese herbs 

• Chinese Herbal Medicines 
ARE regulated by the FDA.

• Chinese Herbal Medicines 
are held to cGMP regulation 
under Title 21 CFR 111. 

66
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Herbal pharmacy selection guidelines

• Quality of herbs used by a pharmacy.
• Adherence to the FDA and USP guidelines for herbal 

compounding practices.
• Ease of prescription software use.
• Wide range of single herbs and formula options. 

available for custom formula compounding.
• Allergy warning on the label.
• Quick shipment options of custom and patent herbal 

formulas directly to the patient.
• Prescription pick up monitoring options.
• High customer service standards.

67

Manufacturing facilities and 
industry safety standards 

68

Certifications:
•TGA-PIC/S GMP (Therapeutic Good 
Administration)
•USDA-NOP (United States Department 
of Agriculture, National Organic 
Program)
•NSF-cGMP (National Sanitation 
Foundation)
•Kosher
•Halal
•ISO 9001:2008 (International Accredited 
Forum)
•ISO 17025:2005 (Taiwan Accreditation 
Foundation)
•GMP (Good Manufacturing Practice)

http://www.kpc.com/Source:  

http://www.kpc.com/index.php/certificates
http://www.kpc.com/index.php/certificates
http://www.kpc.com/index.php/certificates
http://www.kpc.com/index.php/certificates
http://www.kpc.com/index.php/certificates
http://www.kpc.com/index.php/certificates
http://www.kpc.com/index.php/certificates
http://www.kpc.com/index.php/certificates
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TCM Herbs – Quality Standards 
Information Resource for MD’s 

69https://www.kpc.com/manufacturing-process/

70

https://www.kpc.com/manufacturing-process/


4/11/20

36

LabCor for Licensed Acupuncturists

71https://professionalco-op.com/ Services nationwide (except NY, NJ, RI)

Florida Law
64B1-3.001 Definitions.

(5) Adjunctive therapies shall include 
but not be limited to:
(a) Nutritional counseling and the 
recommendation of nonprescription 
substances which meet the Food 
and Drug Administration 
labeling requirements, as dietary 
supplements to promote health;
Specific Authority 457.102, 457.104 FS. Law 
Implemented 457.102 FS. History–New 8-13-84, 
Amended 9-19-84, Formerly 21AA-3.01, 
Amended 12-14-87, 9-3-89, 5-30-91, 1-26-92, 2-
27-92, Formerly 21AA-3.001, 61F1-3.001, 59M-
3.001, Amended 9-6-06.

72

https://professionalco-op.com/


4/11/20

37

73

Prescription Label 
compliant to FDA standard

https://www.craneherb.com

Create TCM Herbal Formula

74https://www.craneherb.com/

https://www.craneherb.com/


4/11/20

38

EHR 

75
https://www.charmhealth.com/

Upload or Review TCM Pulse

76

https://www.charmhealth.com/
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Upload or Review TCM Tongue

77

Add Current Billing ICD-10 & 
Future ICD-11 Traditional 

Medicine Diagnosis

78
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ICD-11 Website

79https://icd.who.int/

ICD-11 Traditional Medicine Codes - Chapter 26

80https://icd.who.int/ct11/icd11_mms/en/release

https://icd.who.int/
https://icd.who.int/ct11/icd11_mms/en/release
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This is the FUTURE!

81

Create Custom TM Formula

82
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After Visit Summary Sent to Patient Portal

83

Crane Dispensary Patient portal –
TM Herbal Rx Pick Up

84
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CPT © codes for clinicians who do NOT have 
E/M services in their scope of practice

• “For online digital E/M services provided by a qualified non - physician 
health care professional who may not report the physician or other 
qualified health care professional E/M services (eg, speech-language 
pathologists, physical therapists, occupational therapists, social workers, 
dietitians), see 98970, 98971, 98972).”[2]

• CMS, however, said in the 2020 Final Rule that they would not recognize 
these codes, because they are defined by CPT has “evaluation and 
management” services, and CMS reserves those words exclusively for 
physicians, advance practice nurse practitioners and physician 
assistants. These codes have a status indicator of invalid in the Medicare 
fee schedule, and don’t have RVUs assigned to them.

• 98970 Qualified non-physician health care professional online digital 
evaluation and management service, for an established patient, for up 
to 7 days, cumulative time during the 7 days; 5-10 minutes

• 98971 11-20 minutes

• 98972 21 minutes or more

85

CPT © codes for use by clinicians who 
HAVE E/M in their scope of practice

• 99421 Online digital evaluation 
and management service, for 
an established patient, for up 
to 7 days cumulative time 
during the 7 days; 5-10 minutes

• 99422 11—20 minutes

• 99423 21 or more minutes

86

https://codingintel.com/cpt-codes-online-digital-evaluation-and-management-services/
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Future Crane EHR

87

Patients deserve increased access to 
TCM Herbal Medicine 

Let’s do TELEMEDICINE ! 

88
https://www.asiantherapies.org/academy


