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CDC scores own goals with Novavax. ACIP members fear another confusing label will add to dose errors, question high 
myocarditis rates and seek direction on Omicron boosters. 
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1. Background 
Following FDA’s VRBPAC meeting of June 7th 1 and issuance of an EUA for Novavax on July 13th2, CDC’s ACIP met on 
July 19th3 to vote 12-0 in favor on the following motion: 

 
“A two-dose Novavax COVID-19 vaccine, adjuvanted is recommended as aCOVID-19 vaccine primary series for persons 
ages 18 years and older under the EUA issued by FDA.” 
 

 
1 https://www.fda.gov/advisory-committees/advisory-committee-calendar/vaccines-and-related-biological-products-advisory-committee-
june-7-2022-meeting-announcement\ 
2 https://www.fda.gov/news-events/press-announcements/coronavirus-covid-19-update-fda-authorizes-emergency-use-novavax-covid-
19-vaccine-adjuvanted 
3 https://www.cdc.gov/vaccines/acip/meetings/slides-2022-07-19.html 
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Please see other comments we have made at various time.(1,2) We also submitted comments for the June 23rd ACIP 
meeting, under tracking number l4r-xbl4-kmpf. These have yet to appear on the regulatins.gov site for docket CDC-2022-
0022, and are accordingly attached to this submission. 
 
ACIP hear the presentations lsted and linked below: 

• Introduction  Dr. M Daley 
Epidemiology of COVID-19 and COVID-19 Vaccine Coverage Dr. K Fleming-Dutra 

• Updates on vaccine-associated myocarditis Dr. T Shimabukuro 

• Novavax COVID-19 vaccine: Safety, immunogenicity and efficacy in adults ages 18 years and older  Dr. F 
Dubovsky 

• Novavax COVID-19 vaccine for adults: Evidence to Recommendations Dr. E Twentyman 

• Clinical Considerations update Dr. E Hall 
 

Unlike the gene-therapy based Pfizer, Moderna and Janssen Covid-19 vaccines, the Novavax vaccine is a more traditional 
type of vaccine, based on spike protein subunit and employing a novel saponin Matrix-M TM adjuvant. Novavax presented 
their efficacy data, which, unlike the equivalent Pfizer of Moderna data, included data on moderate and sever disease. 
 

 
 
Data were obtained mainly during the period of the alpha variant. 

 
 
Although the spike protein in the Novavax vaccine was based on the Wuhan strain, the company showed also showed data 
antibody level data suggesting it retained good activity against BA1, BA2 and BA5 Omicron variants. Unlike the prototypical 
Pfizer and Moderna products. At the June 28th VRBPAC meeting to discuss future variant vaccines, Novavax suggested 
that their apparent broad coverage (based on immunobridging and ACE2 receptor binding) was due to the full trimer nature 
of their product that contain many conserved epitopes. 

https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-07-19/01-COVID-Daley-508.pdf
https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-07-19/02-COVID-Fleming-Dutra-508.pdf
https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-07-19/03-COVID-Shimabukuro-508.pdf
https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-07-19/04-COVID-Dubovsky-508.pdf
https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-07-19/05-COVID-Twentyman-508.pdf
https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-07-19/06-COVID-Hall-508.pdf
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A number of ACIP members, in additional to FDA at the June 7th VRBPAC meeting expressed the hope that this vaccine 
would be more acceptable than the gene therapy vaccines to some still vaccine-hesitant people. However, CDC’s Dr. 
Twentyman showed survey data that only 16% of unvaccinated respondents “probably” or “definitely” would get an 
adjuvanted protein-based COVID-19 vaccine and that 52% of respondents would not. 

  
 
Side effects and concern that the vaccine moved through clinical trials too fast, were the top concerns. Opoisiot to vaccines 
in general was the east frequent concern.  

 
 
The various presentations of Novavax were compelling to several members of VRBPAC (June 28th meeting), notably Drs. 
Hildreth and Marasco, and also to this author (DW). I had expressed cautious optimism subject to further information about 
the rates of myocarditis, the toxicology and pharmacokinetics of the Novavax spike protein.4  
 
This cautious optimism appears short-lived given the presentations and representations by FDA and CDC as well as their 
inadequate answers provided to ACIP members on labeling concerns and the rates of myocarditis. 
 
Other ongoing issues will also be discussed below. 

 
4 Full consideration must also be given to the use of vaccines against rapidly mutating viruses such as coronavirus, immune priming and 
anti-dependent enhancement. This is beyond the scope of the current paper. Please see the work of the distinguished vaccinologist Dr. 
Geert Vanden Bossche. https://www.voiceforscienceandsolidarity.org/ 

https://www.voiceforscienceandsolidarity.org/
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2. Continued label confusion leads to concerns for administration errors and vaccine safety. 
The presentation from Dr. Twentyman noted the “Novavax COVID-19 vaccine, Adjuvanted vial and carton do not have an 
expiration date” and that health providers would be directed to a web site to determine the expiry daee for any particular 
vaccine lot. 
 
This revelation evoked strong responses5 from several ACIP members raising concerns for increased burden to be placed 
on providers and the opportunity for administration errors (Dr. Poehling) CDC’s Dr. Hall acknowledged that this situation is 
atypical and it is “not as ideal as having the expiration date on the vial…This is a higher risk for administering expired 
vaccine.” Novavax could only tribute this to a “logistic issue” which they were working to improve. 
 
ACIP chair Dr. Grace Lee asked FDA if this was normal and something related to the EUA nature of the vaccine, noting 
the complexity engendered by other label errors in other recently authorized Covid vaccines. FDA’s answer from Dr. 
Reindel 6 was wholly inadequate who could only offer to check the specifics for each vaccine and provide a response.  
 

 
 
ACIP’s Dr. Sarah Long noted that along with the wrong labeling on other recently authorized vaccines, “this is just not 
acceptable” and that “there is no rush to have this without the proper expiry date…We are losing credibility with the people 
we are trying to vaccinate.” 
 

Similar concerns were expressed by AMA representative Dr. Fryhofer. 

 
Clear labeling and the patient instructions are vital to ensure patient safety. CDC already noted(3) 1361 incorrect dose 
administrations in 5-11 year olds. These sources of potential safety issues should be the easiest to prevent and it is 
unthinkable that they can be allowed to exist. Below are appended (section 6) excerpts from the regulations appended attest 
to how these sorts of errors may constitute “inadequate” or “misleading” labeling. 
 
Other examples of label errors or sources of confusion referred to by ACIP committee members and discussed in our 
comments to the June 23rd ACIP meeting follow. 
 

2.1. Vial stopper and label color confusion 
There are several color-coded vial configurations for both the Moderna and Pfizer products, representing different dose 
levels, different ages, boosting, dilution and post-dilution expiry conditions. 

 
5 See https://youtu.be/KV-t2_ZEnUs?t=15028 
6 https://www.youtube.com/watch?v=KV-t2_ZEnUs&t=15223s 

 

https://www.youtube.com/watch?v=KV-t2_ZEnUs&t=15223shttps://www.youtube.com/watch?v=KV-t2_ZEnUs&t=15223s
https://www.youtube.com/watch?v=KV-t2_ZEnUs&t=15223shttps://www.youtube.com/watch?v=KV-t2_ZEnUs&t=15223s
https://youtu.be/KV-t2_ZEnUs?t=15028
https://www.youtube.com/watch?v=KV-t2_ZEnUs&t=15223s
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At the June 23rd ACIP meeting, several ACIP members, including its chair, Dr. Lee and AMA representative Dr. Fryhofer, 
noted how confusing this was and called for improved design of these vial labels, including the identification of product 
concentration and intended age group. Dr. Sanchez urged on the manufacturers to “get their act together” to reduce 
errors due to labelling. Dr. Poehling pointed out that color coding would be confusing to those with color-blindness, a point 
confirmed by a color-blind ACIP member. According to NIH,7 one in 12 men are color blind. 
 

2.2. Ageing up 
Another source of confusion are the differences in FDA and CDC guidances as to dosing for children who enter a new 
age category prior to a second dose. ACIP’s Dr. Daley urged (June 23rd) the need for collaboration between the agencies 
on these label and guidance issues. 
 

2.3. Label errors inaccuracies 
CDC noted errors or inaccuracies for both Moderna and Pfizer labels and that there would be campaign of education to 
mitigate confusion. 

 
CDC presentation, Dr. Hall, June 18 20228 showing Pfizer label error 

 

 

 
7 https://www.nei.nih.gov/learn-about-eye-health/eye-conditions-and-diseases/color-blindness 
8 https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-06-17-18/04-COVID-Hall-508.pdf 

https://www.nei.nih.gov/learn-about-eye-health/eye-conditions-and-diseases/color-blindness
https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-06-17-18/04-COVID-Hall-508.pdf
https://www.nei.nih.gov/learn-about-eye-health/eye-conditions-and-diseases/color-blindness
https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-06-17-18/04-COVID-Hall-508.pdf
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CDC presentation, Dr. Elisha Hall, June 23 20229 showing Moderna label error 

 
www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-06-22-23/07-COVID-Hall-508.pdf 

 
“it is super confusing for providers […]to […] have labels that aren't actually correct 

“ 
CDC’s Dr. Hall (ACIP June 23rd) acknowledged that there are more opportunities for errors. 

CDC presentation, Dr. Elisha Hall, June 23 202210 
 

 
2.4. Dose interval guidance 

According to data presented to CDC by Canadian regulators in February, myocarditis rates may be lowered by widening 
the primary dose series interval from 3 (Pfizer) or 4 (Moderna) weeks to 8 weeks. 
 

 
 
On this basis CDC had already issued Emergency Use Instructions (EUI) for extend these dose intervals and indicated 
that it would do so for the current set of EUA children’s vaccines. The question arose as to how it could have done this 
with FDA, to reduce confusion between FDA and CDC statements. No clear answer was given. 
 
CDC acted similarly (July 19th) in extending the dose interval from 3 weeks for the Novavax primary series, to up to 8 weeks. 

 
9 https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-06-22-23/07-COVID-Hall-508.pdf 
10 https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-06-22-23/07-COVID-Hall-508.pdf 

https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-06-22-23/07-COVID-Hall-508.pdf
https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-06-22-23/07-COVID-Hall-508.pdf


Wiseman CDC-2022 0085 ACIP July 19 2022 Page 7 of 17 

 

 
 

2.5. Mixed primary series 
Much concern was also expressed on the possibility of mixed primary sies of Novavax and the mRNA vaccines, especially 
given that the Novavax had not been authorized for a booster dose. 

 
CDC staff undertook to clarify these issues in their clinical guidelines. 
 

 
3. Myocarditis rates alarmingly high for Novavax 
Dr. Shimabukuro reviewed myocarditis rates for the mRNA vaccines, noting no change from his recently presentations to 
FDA meetings in June 2022. These data are from VAERS. 
 

 
 

Tis is a slide from his presentation at the June 7th VRBPAC meeting (similar but not identical to the slide of July 19th, but 
with mor data) with data from VSD. 
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We have previously documented FDA’s statements that VAERS data are mis – or under-or misreported.(2) Using FDA, 
Israeli or other credible sources, myocarditis rates appear underreported in VAERS by between about 2 and 10 times.  
Similar presentations were given by CDC over these several meetings on myocarditis rates.  
 
Dr. Twentyman presented this slide that aggregated ages 18-39. Asuming a 50:50 male female mix, and only looking at 
the second dose, the VSD rate for 18-39 year olds is 27.5 cases/million doses. 

 
 
Compare this with rates of at least 48 cases/million doses in this slide summarizing the reporting rate for Novavax from its 
clinical trials and post-market surveillance. This would include older vaccinees who are at lower myocarditis risk frm, 
mRNA vaccines. 
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And yet this slide from Dr. Twentyman stated that it is not possible to “directly compare VE or myocarditis rates for 

Novavax and mRNA COVID-19 vaccines.” 

 
This point was not lost on ACIP’s Dr. Pablo Sanchez who expressed11 his disappointment in lack of detail in the 

myocarditis rates presented, which e observed were still “substantial.” All CDC’s Dr. Twentyman could offer was that the 

numbers seen have been small and insufficient to compare with the mRNA vaccines. 

 
4. CDC failure to conduct PRR signal analysis: NIH has done it. 
A recent FOI disclosure reveals that CDC has not, contrary to its VAERS SOP,(4) conducted PRR safety analysis, which 
we have provided to FDA and CDC several times.(5-7) 

 
 

 
11 https://youtu.be/KV-t2_ZEnUs?t=15876 

 

https://youtu.be/KV-t2_ZEnUs?t=15876
https://youtu.be/KV-t2_ZEnUs?t=15876
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Specifically, they stated “no PRRs were conducted by CDC.” 
 

 
 
A paper has been published recently(8) which has in fact conducted exactly this sort of analysis. 

 
 
This work was supported by NIH NIAID grants. 
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This work references another paper(9) whose authors include an NIH scientist. 

 
 
 
The paper refers to an online resource that allows the calculation of PRR values: 
https://violinet.org/cov19vaxkb/cov19vaxafe/stat_analysis_cov19vae.php 
 

 
 
5. Gene Therapy Products – Many unknowns 
We have previously comment on the gene therapy nature of these vaccines.12 

 
12 Wiseman D, Seligmann, H, Pantazatos SP. Covid-19 gene therapy vaccines: Why no review by FDA’s Office of Tissues and Advanced 
Therapies (OTAT) and Cell Therapy Gene Therapy Advisory Committee (CTGTAC) Written comments submitted re: FDA- CTGTAC 
Meeting June 10th 2022 FDA-2022-N-0470 

https://www.regulations.gov/comment/FDA-2022-N-0470-0179 
https://downloads.regulations.gov/FDA-2022-N-0470-0179/attachment_1.pdf 
https://downloads.regulations.gov/FDA-2022-N-0470-0179/attachment_2.pdf 
Oral comments: https://youtu.be/Eo2BXnGienc?t=11547 

https://violinet.org/cov19vaxkb/cov19vaxafe/stat_analysis_cov19vae.php
https://downloads.regulations.gov/FDA-2022-N-0470-0179/attachment_1.pdf
https://downloads.regulations.gov/FDA-2022-N-0470-0179/attachment_2.pdf
https://youtu.be/Eo2BXnGienc?t=11547
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At the June 15th VRBPAC meeting, member Dr. Portnoy asked Pfizer13 which cells produce spike, how much do they 
produce and for how long. Pfizer dismissed this question as academic. 
 
It is certainly not. Understanding these basic questions is vital to understanding safety. Moderna’s answer to Dr. Sanchez’ 
similar question today was that the spike persists for less than a week. A Stanford study in Cell showed persistence of 
vaccine message and antigen persists for at least 60 days(10) 
 
At the June 23rd ACIP meeting, members Dr., Daley and Sanchez tried to obtain answers as to dosing, the persistence of 
the spike protein and pathogenesis of adverse events. 
 
Poor answers were given to all of these, as seen in the transcripts (subject to checking) shown below.  
 
Regarding pathogenesis, NIH’s Dr. Beigal undertook to provide a written answer. 
 
Regarding the persistence of spike protein produced from Moderna’s vaccine, Moderna said that it lasted less than a 
week. This is contradicted by published studies (10,11) (some involving Pfizer), with others showing spike protein still 
present in small amounts at 4m in exosomes.(12) There is in vitro production of Moderna spike up to 14 days. (13) 
 
DALEY QUESTIONS 
1:54:40 
https://www.youtube.com/watch?v=iZTuP806RTU&t=6880s 
>> Thank you. >> Thank you. Dr. Daley. >> Yeah. So, I have a question about sort of our long-term plans for risk 
mitigation and risk reduction, and I'm not sure who best to direct this to.Perhaps Dr. Beigel or if he's unavailable Dr. 
Shimabukuro. But sort of what are the plans to study the biology or the pathophysiology of this [referring to AEs], and I 
ask that in the hope that we better understand it and then we're better able to reduce it in the future. 
 

https://www.youtube.com/watch?v=iZTuP806RTU&t=6911s 
[DALEY} 
1:55:10 And then, there's a second question that's related to that which is if, again, Dr. Beigel or others on the call could 
help me understand the exact dose difference between these two different vaccine platforms, because when we hear of 
25, 50, or 100 micrograms for Moderna or 3, 10 or 30 micrograms for Pfizer, is that an apples to apples measurement, or 
does that include other things that come along with the mRNA so that it's not an exact comparison of dose amount?  
 
1:55:46 
Thank you. >> Yeah. So, this is John Beigel. So, I will get you a written response.  
I'm not aware of any studies specifically evaluating the pathophysiology, as you suggested, but let us delve  
into that and get you a written response to make sure I do a comprehensive review of all the possible paths for that. And 
then I don't think, I'm trying to think who is best situated for your second question. I'm not sure it's within my purview. 
[SHIMABUKURO} >> Dr. Daley, could you repeat your second question. [DALEY] >> Well, so there are cited micrograms 
differences between Moderna and Pfizer, and I'm just trying to understand if those are measuring the exact same thing  
or if they're measuring something different and we can't really say this dose is 10 times higher than that dose when we're 
comparing across platforms. And Dr. Beigel, I apologize for putting you on the spot, but I appreciate your answer. Thank 
you. [SHIMABUKURO] >> Dr. Daley, I have to defer to the folks in the immunization program on that question. 
[LEE] >> Why don't we give them a moment to respond. As we're doing that, Dr. Poehling, maybe you can ask your 
question, then we'll ask the folks in the room if they can also identify a response to Dr. Daley. [go to 2:03:51 for answers] 
 
https://www.youtube.com/watch?v=iZTuP806RTU&t=7434s 
[LEE] Actually, I forgot to go back to Dr. Daley's question. 
2:03:57 I don't know if anyone wants to comment on that. And then I'd like for us to move on to the next presentation. That 
can get pulled up in the meantime. 2:04:20 [SILENCE] It might just be me, but I can't hear anybody. 
>> Grace, we hear you. There's nothing coming from the room. >> Okay. Did we lose the room?  
2:04:35 
>> I don't think we lost the room. Is Dr. Das able to speak? >> Yes. No. 
2:04:41 
I'm on. Yep. >> [inaudible] Dr. Das. Dr. Oliver, [LEE] sorry. I just wanted to clarify, and I might have missed the answer, 
but just to respond to Dr. Daley's question about the microgram dosing, is there anybody who can respond to that? 
2:04:54 

 
13 https://www.youtube.com/watch?v=Ixm4UmldTGQ&t=11575s 

 

https://www.youtube.com/watch?v=Ixm4UmldTGQ&t=11575s
https://www.youtube.com/watch?v=iZTuP806RTU&t=6880s
https://www.youtube.com/watch?v=iZTuP806RTU&t=6911s
https://www.youtube.com/watch?v=iZTuP806RTU&t=7434s
https://www.youtube.com/watch?v=Ixm4UmldTGQ&t=11575s
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[OLIVER]>> Oh, apologies, sorry. Yeah, I mean we're, again, defer to the manufacturers and would love it if actually 
Moderna wanted to comment as well. But we can say that, you know, fundamentally, a Pfizer vaccine at 30 micrograms 
compared to a Moderna vaccine at 100 micrograms, those are -- there's different components. There's the spike protein. 
There's the lipid nanoparticles, and it's certainly not that they're a one to one comparison in that we do not expect that the 
Moderna vaccine at 100 micrograms would be, you know, three times as high as Pfizer at 30. They have both, you know, 
been shown to elicit similar levels of antibodies and efficacy. There are some differences between the two, but we 
certainly do not expect that there would be, you know, a dose response that 30 micrograms of one vaccine would be 
directly comparable to 100 micrograms of the other and that we would expect, you know, three or more times the 
response. 
[LEE] >> Thank you, and Dr. Das, the floor is yours, and if you would like to address that along the way, that would be 
terrific. 
 
2:36:03 
https://youtu.be/iZTuP806RTU?t=9364 
[DALEY] >> So, I'm going to start with the dose question and then transition to a safety question, but the dose question is, 
what's being measured when you say there's 100 micrograms, and is that just mRNA or mRNA plus what comes with it 
and related sort of then how does that translate into how a 50 microgram dose compares to a 100 microgram dose, for 
example?  
[DAS] >> Yes. So this dose is the mRNA contents, and so the ratios are exactly as you would expect for the mRNA 
contents.  
[DALEY] >> So what's being measured there is only the mRNA and not like nanolipid particles or other things that come 
along with it, is that correct?  
[DAS] >> Correct. >> 
 
Sanchez 
2:37:28 
https://www.youtube.com/watch?v=iZTuP806RTU&t=9447s 
Dr. Sanchez. >> Yes. Thank you. And thank you for the presentation. But getting back to Dr. Daley's question, measuring  
I think it is really critical that we know the exact, what is exactly being measured and then this, we really do need more 
information on the pathogenesis so that we can try to prevent it. And so, is there a standard measurement of messenger 
RNA content. I mean do you measure -- is there any standardization of that or does each company or each person's 
laboratory measure messenger RNA differently? And I guess what I'm trying to get at is, is there a measurement, you 
know, 50 micrograms, 100 micrograms, can we correlate, is it measured the same way as Pfizer's, 
2:38:25 you know, 30 micrograms.  
[DAS] >> So we have a validated method for mRNA measurement, and that's how we, that's how we are reporting our 
doses. No, I'm not aware of other vaccine's  measurement methodology. We might need to ask others to comment on 
that, you know, perhaps the FDA has a better idea of that. [SANCHEZ] >> That's what I was wondering if the FDA also 
may be able to comment on that if they review the different manufacturers. 
 [LEE] >> I think Dr. Fink mentioned he'd be in and out today, so I actually don't know if he's available at the moment. 
Yeah, I don't see him coming on. He's on, but I think I can see an away sign for a moment. You know, I'd have to ask, but 
I do think this question is going to keep coming up, so I think it'd be really helpful if both Moderna and Pfizer could, if 
there's any written responses that can be provided, I think that would be incredibly helpful. [SANCHEZ] >> Thanks, Dr. 
Lee. >>[DAS]  Yeah, and we'll take that back as well. >> Thank you. I don't see any other hands raised. I just want to 
confirm, any other questions for Dr. Das before I move on?  
https://youtu.be/iZTuP806RTU?t=9592 
>> I have another question. >> One last question, Dr. Sanchez. 
2:39:58 Okay. >> I'm sorry. >> It's okay. >> And I've asked this before, and I just don't have a clear idea  
of how long the spike proteins that the messenger RNA in our bodies produce. How long has it been detected in patient's 
serum or tissues, and maybe, you know, even in animal studies, you know, how -- I know that, you know, it is said that the 
messenger RNA disappears quite quickly, but do you know, A, first of all, how long it may persist in blood or serum or 
tissues, and also, do you know what is the molecular weight of the spike protein that our bodies do produce?   
And I guess I'd say that with respect to transplacental transfer as well. But I mean this is a separate issue. But those are 
issues that have, you know, that I've brought up previously, and I'm not, and I really don't have an answer. I don't know if  
anything new has been developed on those. Thank you. 
 
DAS >> Thus far, you know, we have looked at the persistent, the detectability of spike protein as well as the mRNA. 
You're absolutely right. The mRNA degrades quite quickly. The spike protein availability, I believe, is on the order of days, 
but like less than a week. But I will confirm that with our tox folks as well. And then your other question was about the 
molecular weight of the spike protein. So, I mean, we do have the full spike here, but I will take back to get the, you know, 
the molecular weight, which would be expected for the full spike. 

https://youtu.be/iZTuP806RTU?t=9364
https://www.youtube.com/watch?v=iZTuP806RTU&t=9447s
https://youtu.be/iZTuP806RTU?t=9592
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6. Appendix: Excerpts from Federal Regulations regarding product label 
Title 21 Chap 1 Subchap C part 201 subpart A 
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-C/part-201/subpart-A 
 
201.5 Drugs; adequate directions for use. 

Adequate directions for use means directions under which the layman can use a drug safely and for the purposes for which it is 
intended. (Section 201.128 defines “intended use.”) Directions for use may be inadequate because, among other reasons, of 
omission, in whole or in part, or incorrect specification of:  

(a) Statements of all conditions, purposes, or uses for which such drug is intended, including conditions, purposes, or uses for 
which it is prescribed, recommended, or suggested in its oral, written, printed, or graphic advertising, and conditions, purposes, or 
uses for which the drug is commonly used; except that such statements shall not refer to conditions, uses, or purposes for which 
the drug can be safely used only under the supervision of a practitioner licensed by law and for which it is advertised solely to such 
practitioner.  
(b) Quantity of dose, including usual quantities for each of the uses for which it is intended and usual quantities for persons of 
different ages and different physical conditions.  
(c) Frequency of administration or application.  
(d) Duration of administration or application.  
(e) Time of administration or application (in relation to time of meals, time of onset of symptoms, or other time factors).  
(f) Route or method of administration or application.  
(g) Preparation for use, i.e., shaking, dilution, adjustment of temperature, or, other manipulation or process.  

[41 FR 6908, Feb. 13, 1976]  
 
§ 201.10 Drugs; statement of ingredients. 

(a) The ingredient information required by section 502(e) of the Federal Food, Drug, and Cosmetic Act shall appear together, without 
any intervening written, printed, or graphic matter, except the proprietary names of ingredients, which may be included with the listing 
of established names, and such statements that are specifically required for certain ingredients by the act or regulations in this 
chapter.  
(b) The term ingredient applies to any substance in the drug, whether added to the formulation as a single substance or in admixture 
with other substances.  
(c) The labeling of a drug may be misleading by reason (among other reasons) of:  

(2) Failure to reveal the proportion of, or other fact with respect to, an ingredient present in such drug, when such proportion or 
other fact is material in the light of the representation that such ingredient is present in such drug.  

(d)  
(1) If the drug is in tablet or capsule form or other unit dosage form, any statement of the quantity of an ingredient contained therein 
shall express the quantity of such ingredient in each such unit. If the drug is not in unit dosage form, any statement of the quantity 
of an ingredient contained therein shall express the amount of such ingredient in a specified unit of weight or measure of the drug, 
or the percentage of such ingredient in such drug. Such statements shall be in terms that are informative to licensed practitioners, 
in the case of a prescription drug, and to the layman, in the case of a nonprescription drug.  

(h) 
(2) If the drug is packaged in a container too small to bear the quantitative ingredient information on the main display panel, the 
quantitative ingredient information required by section 502(e) of the act may appear elsewhere on the label, even though the 
proprietary name or designation appears on the main display panel of the label; but side- or back-panel placement shall in this 
case be so arranged and printed as to provide size and prominence of display reasonably related to the size and prominence of the 
front-panel display.  

(i) A drug packaged in a container too small or otherwise unable to accommodate a label with sufficient space to bear the information 
required for compliance with section 502(e)(1) (A)(ii) and (B) of the act shall be exempt from compliance with those clauses: 
Provided, That:  

(1) The label bears:  
(i) The proprietary name of the drug;  
(ii) The established name, if such there be, of the drug;  
(iii) An identifying lot or control number; and  
(iv) The name of the manufacturer, packer, or distributor of the drug; and  

(2) All the information required to appear on the label by the act and the regulations in this chapter appears on the carton or other 
outer container or wrapper if such carton, outer container, or wrapper has sufficient space to bear such information, or such 
complete label information appears on a leaflet with the package.  

[40 FR 13998, Mar. 27, 1975, as amended at 67 FR 4906, Feb. 1, 2002]  
 
§ 201.17 Drugs; location of expiration date. 

When an expiration date of a drug is required, e.g., expiration dating of drug products required by § 211.137 of this chapter, it shall 
appear on the immediate container and also the outer package, if any, unless it is easily legible through such outer package. However, 
when single-dose containers are packed in individual cartons, the expiration date may properly appear on the individual carton instead 
of the immediate product container.  

https://www.ecfr.gov/current/title-21/chapter-I/subchapter-C/part-201/subpart-A
https://www.ecfr.gov/current/title-21/section-201.5
https://www.ecfr.gov/current/title-21/section-201.128
https://www.federalregister.gov/citation/41-FR-6908
https://www.ecfr.gov/current/title-21/section-201.10
https://www.federalregister.gov/citation/40-FR-13998
https://www.federalregister.gov/citation/67-FR-4906
https://www.ecfr.gov/current/title-21/section-201.17
https://www.ecfr.gov/current/title-21/section-211.137
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[43 FR 45076, Sept. 29, 1978]  
 
§ 201.18 Drugs; significance of control numbers. 

The lot number on the label of a drug should be capable of yielding the complete manufacturing history of the package. An incorrect lot 
number may be regarded as causing the article to be misbranded.  

§ 201.26 Exceptions or alternatives to labeling requirements for human drug products held by the Strategic National Stockpile. 

(a) The appropriate FDA Center Director may grant an exception or alternative to any provision listed in paragraph (f) of this section 
and not explicitly required by statute, for specified lots, batches, or other units of a human drug product, if the Center Director 
determines that compliance with such labeling requirement could adversely affect the safety, effectiveness, or availability of such 
product that is or will be included in the Strategic National Stockpile.  

 
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-1/subpart-B/section-1.21 
 

§ 1.21 Failure to reveal material facts. 

(a) Labeling of a food, drug, device, cosmetic, or tobacco product shall be deemed to be misleading if it fails to reveal facts that are:  
(1) Material in light of other representations made or suggested by statement, word, design, device or any combination thereof; or  
(2) Material with respect to consequences which may result from use of the article under:  

(i) The conditions prescribed in such labeling or  
(ii) such conditions of use as are customary or usual. 

 
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-F/part-610#610.60 
PART 610 - GENERAL BIOLOGICAL PRODUCTS STANDARDS 
Subpart G - Labeling Standards 
https://www.ecfr.gov/current/title-21/part-610/subpart-G 

§ 610.60 Container label. 

(a) Full label. The following items shall appear on the label affixed to each container of a product capable of bearing a full label:  
(1) The proper name of the product;  
(2) The name, address, and license number of manufacturer;  
(3) The lot number or other lot identification;  
(4) The expiration date;  
(5) The recommended individual dose, for multiple dose containers.  
(6) The statement: “ ‘Rx only’ ” for prescription biologicals.  
(7) If a Medication Guide is required under part 208 of this chapter, the statement required under § 208.24(d) of this chapter 
instructing the authorized dispenser to provide a Medication Guide to each patient to whom the drug is dispensed and stating how 
the Medication Guide is provided, except where the container label is too small, the required statement may be placed on the 
package label.  

(b) Package label information. If the container is not enclosed in a package, all the items required for a package label shall appear 
on the container label.  
(c) Partial label. If the container is capable of bearing only a partial label, the container shall show as a minimum the name 
(expressed either as the proper or common name), the lot number or other lot identification and the name of the manufacturer; in 
addition, for multiple dose containers, the recommended individual dose. Containers bearing partial labels shall be placed in a 
package which bears all the items required for a package label.  
(d) No container label. If the container is incapable of bearing any label, the items required for a container label may be omitted, 
provided the container is placed in a package which bears all the items required for a package label.  
(e) Visual inspection. When the label has been affixed to the container a sufficient area of the container shall remain uncovered for 
its full length or circumference to permit inspection of the contents.  

[38 FR 32056, Nov. 20, 1973, as amended at 47 FR 22518, May 25, 1982; 63 FR 66400, Dec. 1, 1998; 67 FR 4907, Feb. 1, 2002]  
 

§ 610.61 Package label. 

The following items shall appear on the label affixed to each package containing a product:  
(a) The proper name of the product;  
(b) The name, address, and license number of manufacturer;  
(c) The lot number or other lot identification;  
(d) The expiration date;  
(e) The preservative used and its concentration, or if no preservative is used and the absence of a preservative is a safety factor, the 
words “no preservative”;  
(f) The number of containers, if more than one;  
(g) The amount of product in the container expressed as  

(1) the number of doses,  
(2) volume,  
(3) units of potency,  
(4) weight,  
(5) equivalent volume (for dried product to be reconstituted), or  

https://www.federalregister.gov/citation/43-FR-45076
https://www.ecfr.gov/current/title-21/section-201.18
https://www.ecfr.gov/current/title-21/section-201.26
https://www.ecfr.gov/current/title-21/section-201.26#p-201.26(f)
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-1/subpart-B/section-1.21
https://www.ecfr.gov/current/title-21/section-1.21
https://www.ecfr.gov/current/title-21/part-610/subpart-G
https://www.ecfr.gov/current/title-21/section-610.60
https://www.ecfr.gov/current/title-21/part-208
https://www.ecfr.gov/current/title-21/section-208.24#p-208.24(d)
https://www.federalregister.gov/citation/38-FR-32056
https://www.federalregister.gov/citation/47-FR-22518
https://www.federalregister.gov/citation/63-FR-66400
https://www.federalregister.gov/citation/67-FR-4907
https://www.ecfr.gov/current/title-21/section-610.61
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(6) such combination of the foregoing as needed for an accurate description of the contents, whichever is applicable;  
(h) The recommended storage temperature;  
(i) The words “Shake Well”, “Do not Freeze” or the equivalent, as well as other instructions, when indicated by the character of the 
product;  
(j) The recommended individual dose if the enclosed container(s) is a multiple-dose container;  
(k) The route of administration recommended, or reference to such directions in an enclosed circular;  
(l) Known sensitizing substances, or reference to an enclosed circular containing appropriate information;  
(m) The type and calculated amount of antibiotics added during manufacture;  
(n) The inactive ingredients when a safety factor, or reference to an enclosed circular containing appropriate information;  
(o) The adjuvant, if present;  
(p) The source of the product when a factor in safe administration;  
(q) The identity of each microorganism used in manufacture, and, where applicable, the production medium and the method of 
inactivation, or reference to an enclosed circular containing appropriate information;  
(r) Minimum potency of product expressed in terms of official standard of potency or, if potency is a factor and no U.S. standard of 
potency has been prescribed, the words “No U.S. standard of potency.”  
(s) The statement: “ ‘Rx only’ ” for prescription biologicals.  

[38 FR 32056, Nov. 20, 1973, as amended at 47 FR 22518, May 25, 1982; 55 FR 10423, Mar. 21, 1990; 67 FR 4907, Feb. 1, 2002] 
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