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Introduction Results and Discussion

. _Cannabis products containing delta-8 _THC, a psyc_hoactive and intoxicat_ing + In 2021, CAERS received 77 reports involving delta-8 THC-containing A(I:: adverse e\:ent rerE)or;s we(;le:Sr'eA\vl\lleKv/lezl,_ w:tfg?llow#ﬁ rT\X'edV.V f?rc)sf?me * Regarding the reason for use, there were 48 reports in which the
isomer of delta-9 THC, became readily available in late 2020 and rapidly products. Of the 77 delta-8 THC reports, 54 (70%) reports appertained to 20" o >° SVENt FEPOIS LY 4 eaibal Jricer. 1he viedical Lmeer complainants self-reported at least one condition for using delta-8 THC

gained popularity among consumers. delta-8 THC-containing food products (e.g., brownies, cookies, and candy providea atsevgrltythass\?vssrlzer: pﬁ; ZSCFR.M,?BZ(UE]) anld aMcat.Jtsa_Ilty products. In terms of frequency, the top four reasons for using delta-8
bars), and 23 (30%) reports pertained to products marketed as dietary éssetssm\/?/rlllcualp/l% © CI): ca rtganlfa ion-Uppsalia VIonToring THC products reported were for anxiety relief, help with insomnia,
* The FDA is aware of the growing concerns surrounding delta-8 THC products supplements. Thirteen (17%) reports were submitted by law enforcement, enter ( ] ) causality assessment system. recreation, and pain relief (Fig. 2).
and first issued a Consumer Update in September 2021 to notify the public 58 (75%) by consumers, and 6 (8%) by health care professionals. _
about the serious health risks of delta-8 THC. « Of the 23 delta-8 THC adverse event reports more closely reviewed by a
« Of the 77 delta-8 THC reports received, 58 (76%) were adverse events CFSAN Medical Offiger, 14 (61%) were deemed §erious adverse events, Reason for use (n=43)
 Many delta-8 products sold online and in stores currently are being marketed only, 6 (8%) were product complaints only, and 13 (17%) were for both gnd 9 (39%) non SETIoUS ad,\,/erfe evgnts. Causa.hty as”sessm?.nt regu!ted Anxiety relief/relaxation 18
as foods and dietary supplements, although these products have not been adverse events and product complaints (Fig. 1). in “probable association,” “possible association” or “insufticient Help with insomnia  E———— 12
evaluated by the FDA for safe use in any context. information” for most of these reports (Table 2). Sometimes it was Recreational I O
B Adverse Event Report (AER) only B Product Complaint (PC) only m AER & PC difficult for CFSAN Medical Officers to fully evaluate causality due to Pain relief o

* Furthermore, since the natural amount of delta-8 THC in hemp is very low, varimics rea§ons such as missing impo_rtant information_ n the_ repo_rt, the Readily available/accidental m— 4
manufacturers convert other cannabinoids in hemp, like cannabidiol (CBD), use of multiple products by the complainant, too many ingredients in one

into delta-8 THC, using potentially harmful chemicals. product, etc.
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Help with nausea from IBS mm 1

Causality Assessment Serious AER Non-Serious AER Total AERs H ith migrai
« Little data exist on the toxicity of delta-8 THC products, and real-world data _ :plwn,t:'g::",‘:s :i
from adverse events can be a useful tool in providing safety information. Certain 0 0 0 =P WIE artnTits
0 5 10 15 20
Probable il 4 8
 The FDA CFSAN (Center for Food Safety and Applied Nutrition) Adverse Event 58 (75%) Count of reports*
Reporting System (CAERS) is a post-marketing surveillance system that Possible 6 3 9 * A patient can have multiple reasons for using the delta-8 THC products.
receives an.d monitors adverse event (AE) and_ product complaint (PC) reports Unlikely ; ; ; Figure 2. Reasons why complainants used delta-8 THC products (n=48)
for foods, dietary supplements, cosmetics, and infant formula. ' '
While th < submittod o CAERS | R ; Figure 1. Count of delta-8 THC reports CAERS received in 2021 by AER Insufficient information 4 2 2
. ile the reports submitted to vary in quality, review of these adverse only, PC only, and both (AER & PC). .
event reports may help increase our understanding of potential health effects 4 d ( ) Unrelated o 0 0 CO"CIUS'O“S
associated with delta-8 THC products.  Next, we performed a descriptive analysis of the delta-8 THC reports Total AERs 14 9 23
CAERS receed in 2021 (Table 1). Table 2. Severity Assessment and Causality Assessment of delta-8 THC * In 2021, CAERS received 77 reports involving delta-8 THC-containing
BT T T oovorco ovent reports (n=23). products.
“]' _HHZI_ Mean 38
1 = '. . Range [2.6-68.6]  Summary of System Organ Class (SOC) for the adverse events involving Among thoese 77 reports: -
DELTA-8 THC @ delta-8 THC products from 71 adverse event reports indicated these ° °4 (70%) reports appertained to delta-8 THC-contalnlgg food products
i o sexr Female 38 adverse events span a wide range of organ systems with psychiatric (€.9., brownies, cookies, and candy bars), and 23 (30%) reports
HAS SERIOUS Male 32 disorders, nervous system disorders, and gastrointestinal disorders pertained to products marketed as dietary supplements.
- being the top 3 (Table 3). 0 | 0
H EA LTH RISKS Hispanic/Latino 4 « 13 (17%) reports were submitted by law enforcement, 58 (75%) by
_ P EFIRE  Not Hispanic/Latino 58 consumers, and 6 (8%) by health care professionals.
b - WP ~ Race* Asian 1 45 + 58 (76%) were adverse events only, 6 (8%) were product complaints
Black or African 38 only, and 13 (17%) were for both adverse events and product complaints.
R’]c’::ps://www.fda.gov/consumers/consumer-updates/5-th|ngs-know-about-delta-8-tetrahydrocannab|nol-delta-8- _ White 55 General disorders and administration site conditions 22 ° ziss);(;gleagl(\)N(;IrSeOJI[’ggr%pnﬁ]r:/eOeUfe;);Srizgl gggrsders, and gastromtestlnal
Materals and MethOdS - Multiracial 4 Cardiac disorders 13 '
I _m E— Investigations 0 - Anxiety relief, help with insomnia, recreation, and pain relief are the top
eat 0 Injury, poisoning and procedural complications 8 4 reasons for using delta-8 THC products
_m_ Disability 8 Respiratory, thoracic and mediastinal disorders 8 |
?SA&EPR)S ;?;zlvzicidrxgnﬁggﬁg r:sg rté;’rﬁp:\iﬂaiivevarﬁgggsgeté;?;?]rtl?gAg(-?-ga;I = :;; Sm:::::t:m; 251 Vascular disorders 4  Causality can be difficult to fully evaluate if there is important information
emails, and telephone calls. Adverse events are coded to terms in the Medical _ Medically important e Skin afnd subcutaneous tissue disorders 2 missing in the re.port, use of multiple products by the complainant, and/or
Dictionary for Regulatory Activities (MedDRA). One CAERS adverse event report D Patient visited ER 15 FBCIBEEEE 2 too many ingredients in one product.
can have multiple outcomes. Patient visited 2 | | | | |
healthcare provider 6 Ear and labyrinth disorders 1 *  While the reports subm_ltted to CAERS vary in quality, review of adverse
We queried the CAERS database for reports that contain “delta-8” in product _ Required Intervention 7 * A complainant can describe multiple adverse events that span multiple SOCs. event reports help provide needed real-world data.
names, ingredients, or narratives. We extracted the CAERS ID, age, sex, _ Other seriousness 7

Continuing assessments of reports along with efforts to improve the quality
: . : Table 3. System Organ Classes (SOCs) for delta-8 THC adverse event
*Not all complainants reported the relevant information. reports (n=y71) J ( ) of reporting information may help increase our understanding of potential

**A complainant can have one or more outcomes. health effects associated with delta-8 THC products.

Table 1. Descriptive Characteristics of delta-8 THC adverse event reports.

ethnicity, race, outcomes, symptoms, CFSAN product type, and System Organ
Classes (SOCs). We assessed the reports and provided descriptive statistics.
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