
April 18, 2022

Re: Priorities for Proposed DCC Regulation §17303.1

DCC Legal Affairs Division
2920 Kilgore Road
Rancho Cordova, CA 95670
publiccomment@cannabis.ca.gov

Dear DCC Legal Affairs Division:

On March 4, 2022, the Department of Cannabis Control (DCC) published proposed regulations
that include a proposed ban on all cannabis product ingredients that are not (1) botanically
derived terpenes or cannabis derived terpenes, or (2) ingredients permitted by the United States
Food and Drug Administration as an “inactive ingredient” for inhalation (“FDA List”). (See
§17303.1 Additional Requirements for Inhaled Products.)

DCC’s “Statement of Reasons” notes that this new ban is proposed because:

“There have been concerns raised about the use of unsafe inactive ingredients in cannabis
products intended for inhalation. For example, MCT oil, propylene glycol, and polyethylene
glycol are known to be added as cutting agents in vape cartridges, as well vitamin e oil. There is
limited understanding of how these oils behave when heated and inhaled, and at what levels
they may be harmful. Over the last few years, there have been several cases of consumers
becoming ill, and even dying, after using illicit products cut with unsafe ingredients. This section
prohibits the use of inactive ingredients that have not been permitted for inhalation by the Food
and Drug Administration. This addition is necessary to protect consumers from purchasing
potentially harmful products.”

We, the organizations listed above, respectfully submit the following commentary in regard to
that proposal.

(1) We respectfully note that limiting cannabis product ingredients to those which are
botanically derived terpenes or cannabis derived terpenes, or those which are on the
“FDA list” will not contribute to the fastest possible enforcement against ingredients
which have been identified in public health discourse to be dangerous and have caused



actual tragedies of consumer illness and even death. We urge the DCC to prioritize
enforcement against ingredients that are known to be harmful for the sake of (1)
consumer safety and (2) consumer confidence in, and preference for, licensed products.

(2) Applying the FDA list of allowable ingredients is not an effective standard for eliminating
ingredients that are known to be dangerous because the federal government does not
regulate cannabis products. The DCC’s Statement of Reasons, for example, lists
propylene glycol as a possible harmful ingredient. But limiting allowable ingredients to
the FDA list will not ban the use of propylene glycol in licensed California cannabis
products, as the FDA list includes propylene glycol among the 105 allowable ingredients
for inhalation.

(3) We are concerned that the FDA’s process for adding products to the list of allowable
“inactive ingredients for inhalation” will remain inaccessible to cannabis companies
because the federal government still regards cannabis as a Schedule One substance.
This will further limit consumer access to vape pens, which is a healthier alternative to
combustible cannabis.

Prioritize Immediate Consumer Safety and Consumer Confidence (1)

We urge the Department of Cannabis Control (DCC) to prioritize the swiftest possible
implementation of enforcement efforts against cannabis product ingredients that are known to
be unsafe. These ingredients include Vitamin E acetate, polyethylene glycol and medium-chain
triglycerides (MCT oil). Most importantly, this will immediately protect public safety. But there is a
second benefit in prioritizing enforcement against ingredients which are known to be unsafe; the
restoration of consumer confidence in the safety benefits of paying more for licensed products.

To protect and grow the licensed and legal cannabis economy, the state should have a strong
interest in promoting consumer confidence that licensed and legal cannabis products are safe,
in contrast to illegal products which are unsafe. Highlighting the safety aspect of licensed and
legal products will help to motivate consumers to pay more for cannabis products that are
produced in the safest, most ethical way possible. This will help to grow the legal cannabis
economy, reduce competition from the illicit economy, increase the number of high-quality jobs
that are created by licensed and legal businesses, and increase state revenues generated
through the legal cannabis economy which contribute to state-funded programs such as early
childhood education and ultimately create other high-quality jobs.

The “VAPI” or “EVALI” crisis was not only a public health crisis, but also a highly publicized
event which undermined consumer confidence that there are benefits to paying more for
licensed and legal products. The DCC should prioritize the swift implementation of enforcement
efforts to remove unsafe ingredients from licensed cannabis products not only to protect
consumer health, but also to protect the legal economy.

In contrast, banning all ingredients that are not botanically derived or cannabis derived, or on
the FDA list, may contribute to a slow and lengthy process of enforcement. Individual unsafe
ingredients will be enforced against through one of two lengthy processes. Testing laboratories



will be forced to update their practices to identify many ingredients that are not botanically
derived or on the FDA list. This will take longer in implementation, and be more expensive, than
updating testing laboratory practices to immediately root out a short list of ingredients that are
known to be dangerous.

In the other lengthy implementation scenario, the DCC will rely on consumer reports to begin
enforcement action against individual ingredients in cannabis products that are not botanically
derived or on the FDA list. It is possible that this scenario will result in enforcement action
against the first product ingredients to be reported to the DCC, even if those ingredients are not
the cannabis ingredients that are known to be unsafe.

Using the “FDA list” of Allowable Ingredients is Contradictory to California’s Public Health Goal
of Promoting Safe Cannabis Products (2)

The FDA does not regulate the cannabis industry, and therefore does not have a process for
adding necessary and safe cannabis ingredients to the FDA list of inactive ingredients approved
for use in respiratory inhalation (“FDA list”). The corollary is that the FDA does not have a
process for banning ingredients from the “FDA list” which are known to be unsafe in inhalable
cannabis products. Because DCC’s proposed regulations to limit ingredients are intended to
create a long-term strategy to ensure the safety of licensed cannabis products, they should not
rely on the FDA while the federal government continues to adhere to the principle that there are
no safe or legal cannabis products.

The most illustrative example of why this is a problem for promoting California public health is
that of propylene glycol. Although the DCC recognizes propylene glycol as an ingredient which
could be harmful to public health, the FDA list includes it as an allowable inhalable substance. In
other words, relying on the FDA list would not ban propylene glycol as an allowable ingredient in
California-licensed cannabis products.

Process for “FDA list” Will Ultimately Limit Consumer Access to Healthier Alternatives (3)

The FDA does not independently test or research products; rather, manufacturers submit
research and testing to the FDA for the review and approval of ingredients which are then
added to the FDA list.

Because terpenes are almost exclusively used in cannabis products and cannabis is illegal at
the federal level, terpene manufacturers do not submit their research and testing to the FDA.
We are doubtful that the FDA will review or add any necessary cannabis ingredients to the list of
products which are “FDA-approved as safe for inhalation.”

This could reduce medical patients’ access to lower-potency products, which are produced with
dilution agents that are not known to be dangerous but are not on the “FDA list” because they
are specific to cannabis products. It will also reduce adult-use consumers’ access to vape pens,
ultimately reducing public health because vaporized cannabis is a healthier alternative to
combustible cannabis.



For these reasons, we respectfully encourage the DCC to revise proposed section §17303.1
Additional Requirements for Inhaled Products. We humbly encourage the DCC to adopt
regulations to prioritize policies to address cannabis product ingredients that are known to be
unsafe. These ingredients include Vitamin E acetate, polyethylene glycol, and medium-chain
triglycerides (MCT oil).

Sincerely,

Shryne Group Inc.


