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From: Tim Murbach

To: Bewry. Nadine
Subject: Re: GRN 000773 ((dried C. reinhardtii): FDA"s comments - please respond by COB 06/21/2018
Date: Thursday, June 21, 2018 3:33:21 PM
Attachments: image010.png
image.pna
Dear Nadine,

Please find our responses to your June 6, 2018 questions below in blue:

1 Please provide information on the source of the Chlamydomonas reinhardtii THN6
strain or strain lineage.
Response 1: The lineage of thisstrainisthat it is anatural wild-type isolate -
which is not genetically modified - acquired from the Chlamydomonas Resource
Center at the University of Minnesota.

2. Please provide information on any genetic modifications made to produce strain
THNG.
Response 2: There have been no genetic modificationsto THN6; THN6 is Triton
Algae Innovations' (the notifier) internal company name for the wild-type strain
identified and described in Question 1.

3. (Asrevised by FDA on June 14, 2018) Please provide narrative to confirm that your
strain (THNG) is similar to those that are the subjects of the referenced literature on the species
and standard laboratory strains mentioned in the GRAS notice, and state if there are any
differences that impact safety.
Response 3: THNG is the wild-type strain described in the literature (as outlined
in the response to Question #1) which was the subject of the safety studies
supporting this GRAS conclusion. THNG - which is Triton Algae Innovations
internal name for this wild-type strain - is the exact same genus and species as
those referenced in the literature, and contains some minor genetic variation in the
form of single nucleotide polymorphisms (SNP), asis the case with all organisms.
The SNP variationsin this strain do not impact the safety findings underpinning
this conclusion of GRAS status, especially given, as noted above, that the
toxicological investigations described and cited in Part 6 (aswell asthe
unpublished digestibility study) were conducted using THNG6 specifically. Thus,
to our knowledge, Triton Algae Innovations' internal THNG wild type strain is the
only strain of C. reinhardtii that has been subjected to formal toxicological
investigations.

Please let me know if clarification of further information is needed with respect to any of the
above responses. Also, please let me know if you require the above responses in a separate
document.

Kind Regards,

Tim Murbach, ND, DABT

Senior Scientific & Regulatory Consultant
AIBMR Life Sciences, Inc.
tim@aibmr.com

Ph. (253) 286-2888
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The information contained in this transmission may be legally privileged and confidential
information intended only for the use of the intended recipient. If you are not the
intended recipient, the review, dissemination, distribution, copying, or printing of this
transmission is strictly prohibited. If you have received this message in error, please
notify me immediately. Thank you.

On Thu, Jun 14, 2018 at 2:56 PM, Bewry, Nadine <Nadine.Bewry @fda.hhs.gov> wrote:

Hi Tim,

Thank you for your follow-up call earlier. | have been out of the office since Monday.

Our revised comment is below:

Please provide narrative to confirm that your strain (THNG6) is similar to those that
are the subjects of the referenced literature on the species and standard laboratory
strains mentioned in the GRAS notice, and state if there are any differences that
impact safety.

I hope that this statement clarifies our previous one (question #3). Please let me
know.

Best regards,

Nadine

Nadine Bewry, Ph.D., M.P.H.
Consumer Safety Officer | Toxicology Reviewer

From: Tim Murbach [mailto:tim@aibmr.com]
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Sent: Tuesday, June 12, 2018 8:50 PM

To: Bewry, Nadine <Nadine.Bewry@fda.hhs.gov>
Subject: Re: GRN 000773 ((dried C. reinhardtii): FDA's comments - please respond by
COB 06/21/2018

HI Nadine,

Just following up on the review team's response in case | may have missed an email from
you.

Kind Regards,

Tim Murbach, ND, DABT
Senior Scientific & Regulatory Consultant

AIBMR Life Sciences, Inc.
tim@aibmr.com
Ph. (253) 286-2888

WWW.aibmr.com

WWW.toxicoop.com

Follow us on Twitter

https://twitter.com/AIBMRInc

Visit AIBMR at IFT at Booth #S534

The information contained in this transmission may be legally privileged and
confidential information intended only for the use of the intended recipient. If you are
not the intended recipient, the review, dissemination, distribution, copying, or printing
of this transmission is strictly prohibited. If you have received this message in error,
please notify me immediately. Thank you.
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On Fri, Jun 8, 2018 at 6:46 AM, Bewry, Nadine <Nadine.Bewry@fda.hhs.gov> wrote:

Hi Tim,

As a follow-up, | shared your questions and comments with the review team. Our
goal is to provide a response to you within the next two business days.

Best regards,

Nadine

Nadine Bewry, Ph.D., M.P.H.
Consumer Safety Officer | Toxicology Reviewer

From: Tim Murbach [mailto:tim@aibmr.com]

Sent: Thursday, June 7, 2018 11:00 AM

To: Bewry, Nadine <Nadine.Bewry@fda.hhs.gov>

Subject: Re: GRN 000773 ((dried C. reinhardtii): FDA's comments - please respond by COB
06/21/2018

Hi Nadine,

Can you please provide some additional clarification regarding question #3? By safety
narrative, do you mean Part 6 of the notice? The only Chlamydomonas reinhardtii strain
that was described in the literature cited in Part 6 was Chlamydomonas reinhardtii THN6
specifically. In other words, the Part 6 literature pertains strictly to the article of
commerce. | did provide some general background discussion regarding characteristics of
Chlamydomonas reinhardtii based on standard laboratory strainsin Subpart 2.1
(Identification, citations 1-3), so | just want to verify that thisis the literature to which
you want a comparison and contrast of Chlamydomonas reinhardtii THNG.

Kind Regards,

Tim Murbach, ND, DABT
Senior Scientific & Regulatory Consultant
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The information contained in this transmission may be legally privileged and
confidential information intended only for the use of the intended recipient. If you
are not the intended recipient, the review, dissemination, distribution, copying, or
printing of this transmission is strictly prohibited. If you have received this message
in error, please notify me immediately. Thank you.

On Wed, Jun 6, 2018 at 2:46 PM, Bewry, Nadine <Nadine.Bewry@fda.hhs.gov> wrote:

Dear Dr. Murbach,

In reviewing GRN 000773, our review team would like Triton Algae Innovations
(Triton) to address the following:

1. Please provide information on the source of the
Chlamydomonas reinhardtii THNG strain or strain lineage.

2. Please provide information on any genetic modifications made
to produce strain THNSG.

3. Please provide a narrative on how the THNG6 strain is similar or
different from the wild-type described in the literature that was used
as part of your safety narrative.
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To facilitate the timely review of the notice, please email Triton’s response
within 10 business days (by COB Thursday, June 21, 2018).

Please let me know if you have any questions.

Best regards,

Nadine Bewry, Ph.D., M.P.H.
Consumer Safety Officer | Toxicology Reviewer

Office of Food Additive Safety

Center for Food Safety and Applied Nutrition
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