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John Conniff combines a broad 
background with practical knowledge to 
help clients find workable solutions to 
difficult problems. His past experience as 
legislative and regulatory counsel 
provides him with clear insight into the 
complicated relationship between 
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Ethics vs Compliance
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Foster a culture of integrity

• Ethics are the code of conduct for a particular profession or 
group.

• Compliance are the actions to conform to or fulfill official 
rules.

Together, they form the basis for a culture of integrity
requiring:
- A clear set of values 
- Leadership committed to integrity (a clear tone at the top)
- Trust and Accountability

4



What do you do?

The business of health care 
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The business of health care



Stem Cell Therapy – Ethics and Law
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Introduction
“Stem cell therapies may offer the 
potential to treat diseases or 
conditions for which few treatments 
exist. They have the potential to 
repair, restore, replace, and 
regenerate cells, and could possibly 
be used to treat many medical 
conditions and diseases.”

“But FDA is concerned that some 
patients seeking cures and remedies 
are vulnerable to stem cell 
treatments that are illegal and 
potentially harmful. FDA is increasing 
its oversight and enforcement to 
protect people from dishonest and 
unscrupulous stem cell clinics.” (FDA 
11/2017)
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Consumer Advice
• “Ask if FDA has reviewed treatment. 

Ask before getting treatment—even 
if the stem cells are your own.”

• “Request facts and ask questions.”
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Regulatory Standards
• Standards Coordinating Body

• Framework for the Regulation of 
Regenerative Medicine Products

• Standards Development for 
Regenerative Medicine Therapies

• Warning Letters
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FTC knows Google
• Website review for false and 

deceptive advertising.

• FTC Act
o Unfair and Deceptive Acts 

and Practices 15 U.S.C. § 45
o False Advertising 15 U.S.C. § 52
o Stem Cell Therapy is a “drug” 

15 U.S.C.§55(c) 

FTC focus on deceptive stem cell 
advertising in conjunction with FDA 
warning letters.
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Washington State
• Washington requires informed 

consent for stem cell therapies. 
RCW 18.130.420

"THIS NOTICE MUST BE 
PROVIDED TO YOU UNDER 
WASHINGTON LAW. This health 
care practitioner performs one or 
more stem cell therapies that have 
not yet been approved by the 
United States food and drug 
administration. You are encouraged 
to consult with your primary care 
provider prior to undergoing a stem 
cell therapy."
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Stem Cell Therapy – Ethics and Law
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Scope of Practice 
and Partnerships

Multi-disciplinary practices require 
strict attention to scope of practice 
issues and appropriate staff 
supervision. 

Employment, contracting, and 
business organization can make or 
break a health care practice.
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FDCA prohibits taking any act with respect to a “drug” “if 
such act is done while such article is held for sale . . . after 
shipment in interstate commerce and results in such article 
being adulterated or misbranded.” 21 U.S.C. § 331(k)

Food, Drug, and Cosmetic Act (the “FDCA”)

2

Stricter advertising health claim standards – e.g., FTC v 
Regenerative and Telehealth Medical Groups.

FTC HEALTH CLAIMS REGULATION

3 Prohibits “false advertising” likely to induce the purchase of 
food, drugs, services, or cosmetics. [Washington version - RCW 
19.86.020]

FEDERAL TRADE COMMISSION ACT  15 USC §52 

4

§351 of the PHSA identifies products that are regulated as 
biologicals. §361 grants FDA authority to adopt regulations 
to prevent the introduction, transmission, and spread of 
communicable diseases.

PUBLIC HEALTH SERVICES ACT (PHSA)

1
FDA AND FTC LAWS
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1
Section 351 of the PHSA identifies a set of products 
that will be regulated as biologicals - a “virus, 
therapeutic serum, toxin, antitoxin, vaccine, blood, 
blood component or derivative, allergenic product, or 
analogous product, … applicable to the prevention, 
treatment, or cure of a disease or condition of human 
beings.”

Section 361 of the PHSA does not identify a specific 
class of products. Rather, it gives FDA the authority to 
make and enforce such regulations that are necessary 
to prevent the introduction, transmission, or spread of 
communicable diseases from foreign countries into 
the States

PHSA DRUGS

 Cultured Cartilage Cells
 Cultured Nerve Cells
 Lymphocyte Immune Therapy
 Gene Therapy Products
 Unrelated Allogeneic 

Hematopoietic Stem Cells
 Unrelated Donor Lymphocytes 

for Infusion
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 HCT/Ps marketed under §361 do not need premarket 
approval/clearance from FDA. Distributors and marketers of 
HCT/Ps may self-designate tissue products as meeting criteria 
under 21 CFR Part 1271.

 Organizations that manufacture HCT/P must:
 Register the establishment with FDA; 
 Submit to FDA a list of each HCT/P manufactured; and
 Comply with other applicable requirements of the regulation.

 21 CFR 1271.145-320 require - quality program, personnel, 
procedures, facilities, environmental controls and monitoring, 
processing and controls, process changes, process validation, 
labeling controls, storage, supplies and reagents, equipment, 
recovery, records, tracking, complaints.

 Biologics that do not meet FDA’s criteria under §361 are 
regulated under §351 which requires an approved Biologics 
License Application (BLA).

14

§361 / Part 1271 
Regulatory Requirements



• Minimally manipulated;
• Intended for homologous use only;
• Manufacture does not involve the combination of the cells or tissues 

with another article, except for water, crystalloids, or sterilizing, 
preserving, or storage; and either:

(i) the HCT/P does not have a systemic effect and is not dependent 
upon the metabolic activity of living cells for its primary function; or 
(ii) the HCT/P has a systemic effect or is dependent upon the 
metabolic activity of living cells for its primary function, and 
(a) is for autologous use; 
(b) is for allogeneic use in a first-degree or second-degree blood 

relative; or 
(c) is for reproductive use.

15

21 CFR PART 1271 -
HCT/PS REGULATION

An HCT/P is regulated solely under §361 of the PHSA if the 
HCT/P meets all of the following:



Key terms
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• “Minimal Manipulation” for structural tissue, processing that does not alter the original relevant 
characteristics of the tissue. For cells or nonstructural tissues, processing that does not alter the 
relevant biological characteristics of cells or tissues.

• “Homologous use” repair, reconstruction, replacement, or supplementation with an HCT/P that 
performs same basic function in recipient as in donor.

• “Autologous use” implantation, transplantation, infusion, or transfer of human cells or tissue back 
into individual from whom cells or tissue were recovered.

• 21 CFR 1271.3



Same Surgical Procedure Exception [21 CFR 1271.15(b)]

An HCT/P remains “such HCT/P” when it is in its original form. 
Generally, the only processing steps that will allow an HCT/P to remain 
“such HCT/P” are rinsing, cleansing, sizing, and shaping. 

Example 7-2:    Adipose tissue is recovered by tumescent liposuction and processed (e.g., 
enzymatic digestion, mechanical disruption) to isolate cellular components, commonly referred 
to as stromal vascular fraction, which is considered a potential source of adipose-derived 
stromal/stem cells.  Cell isolation would typically cause the adipose tissue to no longer be “such 
HCT/P” and the establishment would generally not be considered to qualify for the exception 
under 21 CFR 1271.15(b).

[FDA guidance] 
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1
NOT DRUGS
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• A drug is “adulterated” under the FDCA if the 
methods used for its manufacture, processing, 
packing or holding do not conform to current good 
manufacturing practice (“CGMP”). 21 U.S.C. §
351(a)(1)(B). 

• The procedures that constitute CGMP are codified 
at 21 C.F.R. § 211. 

• A drug is “misbranded” under the FDCA if its 
labeling lacks “adequate directions for use.” 21 
U.S.C. § 352(f)(1).

“Minimal Manipulation”
For structural tissue, processing that 
does not alter the original relevant 
characteristics of the tissue. For cells 
or nonstructural tissues, processing 
that does not alter the relevant 
biological characteristics of cells or 
tissues.
“Homologous use” repair, 
reconstruction, replacement, or 
supplementation with an HCT/P that 
performs same basic function in 
recipient as in donor.
“Autologous use” implantation, 
transplantation, infusion, or transfer 
of human cells or tissue back into 
individual from whom cells or tissue 
were recovered.

21 CFR 1271.3

FDCA
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FDA vs. US Stem Cell
Summary Judgment granted to FDA

(6/03/2019)



US Stem Cell Court Findings
• Same surgical procedure exception does not apply.
• The Adipose tissue SVF is not a §361 HCT/P.

SVF is not exclusively intended for homologous use because when implanted 
into the patient, it does not perform the same basic “cushioning and support” 
function of the adipose tissue extracted from the patient.

• Marketing and advertising for treatment of various medical 
conditions and diseases demonstrates that SVF not a §361 HCT/P.

• The SVF is a drug.
• The SVF is adulterated.
• The SVF is Misbranded.

21
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1
WEBSITES 
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A violation requires an analysis to determine:

(1) what claims are made in the advertisement; 

(2) are the claims false, misleading, or unsubstantiated; 

(3) are the claims material to consumers. 

FTC ACT FALSE ADVERTISING

Advertisers are responsible for the accuracy of claims 
suggested or implied by the ad. 

Advertisers should not focus just on individual phrases 
or statements, but rather should consider the ad as a 
whole, assessing the �net impression� conveyed by all 
elements of the ad, including the text, product name, 
and depictions. [FDA - Dietary Supplement Guide]



FTC view of the POM Wonderful Website

“Based on the overall, common-sense, net impression 

of the pomwonderful.com website including the 

“health benefits” or “health” pages and links, a 

significant minority of consumers acting reasonably in 

the circumstances, would interpret the website as 

claiming that drinking eight ounces of POM Juice daily 

treats, prevents, or reduces the risk of heart disease, 

prostate cancer, and erectile dysfunction and that 

these effects are shown in clinical testing.” [FTC ALJ]
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Petition for Review Denied
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1 BROAD AUTHORITY

• Trade Practice Guides
- Deceptive pricing
- Bait advertising
- Use of word “free”
- Endorsements

• Specific Congressional Acts
- Product labeling
- Telemarketing

• Trade Regulations
- Homeopathy
- Dietary Supplements

25

“Efficacy claims” - product or service successfully 
performs the advertised function or yields the 
advertised benefit, but includes no suggestion of 
scientific proof of the product’s effectiveness.

“Establishment claims” – suggest that a product’s 
effectiveness or superiority has been scientifically 
established. 

FTC HEALTH CLAIM STANDARDS

Efficacy claims – reasonable basis for the claim.

Establishment claims – for specific substantiation, 
the actual study; or for generic “medically proven” type 
claims, evidence sufficient to satisfy relevant scientific 
community.
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FTC vs. Regenerative Medical
Deceptive & Unfair Practices in sale 
and Marketing of stem cell therapy

(10/25/2018)



FTC v. Regenerative U.S. Dist. Ct Central Cal. No. 8:18-cv-01838-AG-KES

Companies enjoined from “making…expressly or by implication, 
including through the use of a product or service name, endorsement, 
depiction, or illustration, any representation that [stem cell services] 

A. Cures, mitigates, or treats any disease or health condition, including 
Parkinson’s disease, autism, multiple sclerosis, cerebral palsy, traumatic 
brain injury, heart disease, macular degeneration, chronic kidney disease, 
osteoarthritis, and stroke; or  

B. Is comparable or superior to conventional medical treatments in curing, 
mitigating, or treating any disease or health condition;

Unless…companies possess and rely upon competent and reliable 
scientific evidence substantiating that the representation is true.

27



Competent and reliable scientific evidence

“…human clinical testing of the stem cell product or service or, [for 
products] sufficient in quality and quantity based on standards 
generally accepted by experts in the relevant disease, condition, or 
function to which the representation relates, when considered in 
light of the entire body of relevant and reliable scientific evidence, to 
substantiate that the representation is true.  
Such testing must be: 

(1) randomized, double-blind, and placebo-controlled; and 
(2) conducted by researchers qualified by training and experience to 

conduct such testing. 
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FTC Endorsement Guide

Testimonials claiming specific results usually will 
be interpreted to mean that the endorser’s 
experience reflects what others can also expect. 
Statements like “Results not typical” or 
“Individual results may vary” won’t change that 
interpretation. That leaves advertisers with two 
choices:

1. Have adequate proof to back up the claim 
that the results shown in the ad are typical, or
2. Clearly and conspicuously disclose the 
generally expected performance in the 
circumstances shown in the ad. 
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Hyperlinks that simply say “disclaimer,” 
“more information,” “details,” “terms 
and conditions,” or “fine print” do not 
convey the importance, nature, and 
relevance of the information to which 
they lead and are likely to be 
inadequate. 
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FDA Letter - Mid America Stem Cell Institute 

Your website: 

• Promotes your SVF product for many “Conditions Treated,” including, 
but not limited to, Lupus, Crohn’s disease, rheumatoid arthritis, 
ulcerative colitis, multiple sclerosis (MS), amyotrophic lateral sclerosis, 
Parkinson’s disease, stroke, spinal cord injury, interstitial cystitis, 
asthma, chronic obstructive pulmonary disease (COPD), interstitial 
lung disease, allergies, and Type 2 Diabetes; and

• Claims, for example, that “[b]y receiving Stem Cell Therapy Treatment 
for Lupus at Mid America Stem Cell Institute, you will be treated with 
an executive style treatment from the moment they inquire about 
treatment, during treatment and continued throughout the journey 
after treatment . .  Your quality of life will be improved because normal 
function will be restored through the process of healing the diseased 
or weakened cells.”
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…Mid America Stem Cell Institute 

You have publicly acknowledged that your firm’s product is not FDA approved. 
On April 3, 2017, Oklahoma’s Nursing Times reported that Mid America Stem 
Cell Institute planned a public presentation about “how [stem cells] can be 
used in treating a variety of degenerative conditions from back pain, to knee 
pain and chronic lung disease, diabetes, some neurological disorders.” 
Regarding your product, you were quoted as stating that, “[e]ven though it’s 
not FDA approved we think it’s very safe because basically we are using the 
patients’ own stem cells from their body fat.”
Based on this information, your actions violate the FD&C and PHS Acts.
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FTC prioritizes health claims

“In 2019, you can count on the FTC to continue to challenge 
unsubstantiated health claims. The agency’s recent efforts have 
spanned the demographic spectrum from products raising safety 
concerns for kids to so-called treatments for serious illnesses affecting 
older consumers. Cases against Regenerative Medical Group, Cellmark, 
iV Bars, and Nobetes challenged unproven representations for products 
promising to treat Parkinson’s disease, macular degeneration, cancer, 
multiple sclerosis, and diabetes.”
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FTC Advertising Focus

• Substantiate health claims and implied claims.
• Use testimonials cautiously even if using disclaimers.
• Make disclaimers clear and conspicuous not small and minor.
• Don’t negate your disclaimer with a contradictory claim.
• False advertising cases are easy to bring by viewing websites.
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State Regulation
Washington
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ESHB 2356 (2018) [RCW 18.130.420]

Summary of Public Testimony:    
“These  non-FDA  approved  stem  cell  
therapy clinics  are  popping  all  over  the  
state  and  consumers  are  not  aware  or  
informed  that  the treatments  these  clinics 
are  providing  is  not  approved  by  the  FDA.    
This  is  a  consumer protection  bill  that  
ensures  patients  are  given  the information  
they  need  upfront  to  make  an informed 
decision.  California has passed a similar bill.”
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Notice and Informed Consent

A credentialed health care 
provider who performs a therapy 
using HCT/Ps not approved by the 
FDA must satisfy notice and 
written informed consent 
requirements prior to performing 
the therapy. 

THIS NOTICE MUST BE PROVIDED 
TO YOU UNDER WASHINGTON 
LAW.  This health care practitioner 
performs one or more stem cell 
therapies that have not yet been 
approved by the United States 
Food and Drug Administration.  
You are encouraged to consult 
with your primary care provider 
prior to undergoing a stem cell 
therapy.
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Details

Notice:
o prior to therapy 8.5 x 11 at least 

40 point type;
o posted both at the entrance and 

an area visible to public; and
o in all advertisements for the  

therapy in font no smaller than 
the largest used or clearly 
spoken.

Signed Consent:
o nature & character of treatment 

& FDA approval status;
o anticipated results of proposed 

treatment;
o recognized possible alternative 

forms of treatment; and
orecognized serious possible risks, 

complications, and anticipated 
benefits of therapy and possible 
alternatives.
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Exceptions to Notice and Consent

Washington Notice and consent requirements do not apply to:
o a license holder who has obtained approval for an investigational 

new drug or device from the FDA; or
oa license holder who performs stem cell therapies on behalf of an 

institution that has obtained certification by the foundation for the 
accreditation of cellular therapy, the national institutes of health 
blood and marrow transplant clinical trials network, or American 
Association of Blood Banks.
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Spokesman Review Article
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Stem cell therapy clinics are big business in Spokane area, but are desperate 
patients being sold snake oil? (4/15/2019)

“We’ve got your knee. We’ve got all your joints. We’ve got your lungs,” Clark said. 
“We may be able to reverse, or stop or even prevent Alzheimer’s in the coming years 
with stem cell therapy.”

When told of Clark’s pitch, including healing ligament and tendon injuries and 
regenerative face lifts, Murry, the professor, said he would give zero chance to most, 
if not all, of them.

When asked if stem cell therapy could prevent Alzheimer’s, Murry answered with a 
question: “What’s found under the south end of a north-facing bull?”

Despite a litany of warnings, the clinic’s advertisements, including several published 
in February in The Spokesman- Review, continue to catch clients.
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No Disclaimer
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Testimonial Disclaimer
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The WA Disclaimer
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Wrong Kind of 
Disclaimer
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Lots of Clinics in 
Washington!
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Of course, every 
Washington clinic 
location is in 
Bellevue…
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A long commute for 
the physicians…



WAC 246-808-625 Public testimonial advertising
(1) Public testimonial advertising includes the use of a statement testifying as to a chiropractor's qualifications, 
abilities and character, or to the value of chiropractic services.

(2) The use of testimonial advertising shall not be considered false or misleading if the following guidelines are 
met:

(a) Testimonials must relate to patient care provided within the immediately preceding five-year period.

(b) The testimonial shall be documented by a notarized statement of the patient, a copy of which is kept 
by both the chiropractor and the patient.

(c) The testimonial must be consistent with the history of the patient's care, including office records, 
examination reports and X-rays.

(d) Testimonials shall not:

(i) Be exaggerated or misrepresented;

(ii) State that a technique or doctor is superior;

(iii) Claim specific cures;

(iv) Compare one chiropractor to another;

(v) Include a named diagnosis.
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WAC 246-808-600 Prohibited publicity and advertising

(1) A chiropractor shall not, on behalf of himself/herself, his/her partner, associate or any other 
chiropractor affiliated with his/her office or clinic, use or allow to be used, any form of public 
communications or advertising which is false, fraudulent, deceptive or misleading, including, but 
not limited to, such advertising which takes any of the following forms which are prohibited:

(a) Advertising which guarantees any result or cure;

(b) Advertising which makes claims of professional superiority;

(c) Advertising which fails to differentiate chiropractic care from all other methods of healing;

(d) Advertising for a service outside the practice of chiropractic as permitted in Washington.

(2) A chiropractor shall, upon request made by the commission, provide the commission with 
substantiation of the truth and accuracy of any and all claims made in their advertisements.
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Professional Structural Operational
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Uniform Disciplinary Act
What are the conditions where a license/certification may be restricted, denied or revoked?
• Commission  of  any  act  involving  moral  turpitude,  dishonesty,  or  corruption  relating  to  the  

nature  of  the  person's profession (whether the act constitutes a crime or not).

• False or fraudulent advertising.
• Incompetence, negligence or malpractice which results in injury to the patient.
• Violation of any state or federal law regulating the profession.

• Performing beyond the scope of practice.
• Misrepresentation or fraud.
• Failure to adequately supervise staff to the extent of placing health and safety at risk.

• Agreeing to cure or treat a disease by a secret method.
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Record Lifecycle

Who, What, Where 
and When

Distribution

Information received or created 
then classified as record.

Record Birth

Access, Security, 
Copying

On-site, Off-site use

Use

Inventory, Indexing, Site
Permissions, Security

Environment

Inactive Storage

Retention Schedule, 
Secure Destruction, 

Permanence, 
Obsolescence

Preserve or Destroy

Filing System, Security, 
Medium, Place, Backup

Active Storage

Litigation and Audit
Hold



Adopt, document and enforce policies.

• Know the market

• Know the rules

• Adopt marketing 
policies

• Retain copies of 
advertising

• Read your website

• Supervise

• Discipline
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Questions?


