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Breakthrough research would not be possible without the participation of individuals who selflessly donate biological specimens (“biospecimens”), which are us ed in research as a bridge between basic and translational research. It is our privilege to use human biospecimens, and we honor the donors with respectful use of biospecimens throughout
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    	1 1 Guidelines for Human Biospecimen Storage, Tracking, Sharing, and Disposal within the NIH Intramural Research Program September, 2019; Revised May, 2021; Revised September, 2021 This Photo by Unknown Author is licensed under CC BY-ND 2 Contents Preface .. 3 Introduction .. 4 Definition of Human Biospecimens .. 4 1. Legal and ethical considerations .. 6 2. Collection and storage .. 7 3. Inventory database systems and tracking .. 9 4. Quality management practices including standard operating procedures .. 10 5. Custodianship .. 10 6. Disposal, sharing, or release of NIH biospecimens .. 11 7. Shipping .. 12 Conclusion .. 12 Appendices .. 13 Abbreviations .. 13 Biospecimen List.
2 14 Blood or Blood Components ..14 Body Fluid or Substances ..14 Human Cell Lines (Derived at NIH or by Collaborators) ..14 Stem Cells/Transformed Stem Cells (Acquired from NIH core or NIH collaborators) ..14 Tissues ..14 Tumors ..15 3 Preface The intramural research program (IRP) at the National Institutes of Health (NIH) performs research from bench to bedside, leveraging extensive scientific resources and expertise. The IRP excels at innovative basic and clinical research that translates to new approaches to improve health through prevention, early detection, diagnosis, and treatment. breakthrough research would not be possible without the participation of individuals who selflessly donate biological specimens ( biospecimens ), which are used in research as a bridge between basic and translational research.
3 It is our privilege to use Human biospecimens, and we honor the donors with respectful use of biospecimens throughout the lifecycle of the research project. These Guidelines provide information on the ethical storage, tracking, sharing, and disposal of Human biospecimens within the IRP. There are many important regulations and policies on the ethical acquisition of Human biospecimens, summarized in the Guidelines and Policies for the Conduct of Research in the Intramural Research Program at NIH, which I encourage you to read. The Guidelines for Human biospecimens were originally developed by a committee appointed by the NIH Scientific Directors, who approved them in 2007. The Guidelines were revised and approved in 2012, and the current edition was approved in September 2019, by the Scientific Directors.
4 Michael M. Gottesman, Deputy Director for Intramural Research, NIH 07 September 2019 4 Introduction All biospecimens collected by scientists in the NIH Intramural Research Program (IRP) should be handled and stored following the best practices available. To ensure proper stewardship of Human biospecimens within the NIH IRP, the Deputy Director for Intramural Research (DDIR) and the Scientific Directors (SDs) of the NIH have endorsed Guidelines for Human Biospecimen storage and tracking in relation to these topics: 1. Legal and ethical considerations 2. Collection and storage 3. Inventory database systems and tracking 4. Quality management practices including standard operating procedures 5.
5 Custodianship 6. Disposal, sharing, or release 7. Shipping Definition of Human Biospecimens These Guidelines apply to Human biospecimens, including--but are not limited to--blood and other body fluids, tissues, and other biological materials obtained from humans. Subsets of Human materials, such as derived cell lines that are traceable to a Human subject or patients with linked identifiers or Personally Identifiable Information (PII) as well as those materials that cannot be linked to identifiers, should be handled as independent biospecimens. A list of biospecimens covered by these Guidelines is in the Appendices of this document. Definitions demarcated with Pre-2018 Common Rule definition 1 apply to research approved (or deemed to be exempt or for which no IRB review was required under the regulations) prior to the effective date of the 2018 Common Rule (January 21, 2019)2.
6 Definitions demarcated with 2018 Common Rule definition apply to all research approved by an IRB (or deemed to be exempt or for which no IRB review was required under the regulations) on or after January 21, 2019 and to research transitioned to the 2018 requirements in accordance with Human Research Protection Program (HRPP) policy. While all biospecimens should be handled according to best practices, these Guidelines apply specifically to Human biospecimens that are classified as: 1 HHS, Title 45 Part 46 Protection of Human Subjects (Pre-2018) 2 HHS, Title 45 Part 46 Protection of Human Subjects (2018) 5 Identified, meaning that they or their associated data are linked to a readily available subject identifier ( , social security number, address, telephone number, medical record number, etc.)
7 3 Identifiable Biospecimen (2018 Common Rule definition) meaning a Biospecimen for which the identity of the subject is or may readily be ascertained by the investigator or associated with the Biospecimen . 4 "Individually Identifiable"(Pre-2018 Common Rule definition) meaning that the identity of the subject is or may readily be ascertained by the investigator or associated with the information or Biospecimen . 5 Coded meaning that (1) identifying information (such as name or social security number) that would enable the investigator to readily ascertain the identity of the individual to whom the private information or materials pertain has been replaced with a number, letter, symbol, or combination thereof ( the code); and (2) a key to decipher the code exists, enabling linkage of the identifying information to the private information or biospecimens.
8 6 An example of biospecimens of this type are materials provide by the NIH Department of Transfusion Medicine, where additional materials can be requested, but have no PII directly available to the researcher. Unlinked meaning that the biospecimens were initially collected with identifiers but, before the research use, have been irreversibly stripped of all identifiers by use of an arbitrary or random alphanumeric code and the key to the code is destroyed, thus making it impossible for anyone to link the biospecimens to the sources. This does not preclude linkage with existing clinical, pathological, and demographic information so long as all individual identifiers are removed.
9 7 Biospecimens provided through collaborations may fall into this category, where they were originally collected with PII, which has been stripped. 8 3 NIH, Intramural Research Program, Policy 3016 (2015) 4 45 CFR (e)(6), Protection of Human Subjects 5 45 CFR (f)(2), Pre-2018 Protection of Human Subjects # 6 HHS, Office for Human Research Protections, Coded Private Information or Specimens Use in Research Guidance (2008), 7 NIH, Intramural Research Program, Policy 3016 (2015) 8 HHS, Public Health Service Technology Transfer Policy Manual, Policy 500, Policy for the transfer of materials from NIH Intramural laboratories (2012) 6 Unidentified or Anonymized, meaning that the biospecimens are being maintained without identifiers of any kind.
10 Surgical tissues, cadaveric tissues, and swabs which are pathological waste or discarded materials would be considered anonymized. The act of unlinking biospecimens by re-coding them with an arbitrary code is also a form of anonymization. The terms biospecimens , specimens , and samples can be used interchangeably. The Guidelines apply regardless of whether the biospecimens were originally collected for patient care-related purposes or for research. They also apply regardless of whether or not the individual from whom the specimen was originally collected is still living. The Guidelines apply regardless of whether the biospecimens were acquired from a NIH Core Facility or from a NIH collaborator.
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			Module 1-Why have Data Quality Management in Clinical Research? ... generally review safety data and when applicable, blinded data collected on a
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			Guiding Principles for Data Management - Nih
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			Guiding Principles for Data Management The proper management, interpretation, and representation of scientific data are central to all scientific inquiry. A wide range of scientific approaches are incorporated into the research carried out at the NIH, but two guiding
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			SCIENTIFIC RECORD KEEPING in the Intramural Research Program at the NIH National Institutes of Health Ofice of the Director . 1 Preface T he progress and excellence of NIH research are dependent on our vigilance in maintain ...
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			4 Sections marked by an asterisk (*) indicate policy statements. Mentoring and the Responsibilities of Research Supervisors and Trainees Research training is a complex process, the central aspect of which is a period of research carried out
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			THRIVE Premium Lifestyle DFT is a technology driven breakthrough in Health, Wellness, Weight Management, and Nutritional Support. Le-Vel's DFT (Derma Fusion Technology) delivery system is a category creator—the ﬁrst of its kind—and now, with fusion 2.0 technology, DFT has reached even greater heights. Our DFT
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			www.nsf.gov
			Nation’s research, innovation, and education enterprise, the Directorate for Technology, Innovation, and Partnerships ( TIP) will (i) advance science and engineering research and innovation leading to breakthrough technologies as well as solutions to national and societal challengessustaining and enhancing U.S. ,
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			NVIDIA A100 | Tensor Core GPU
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			(MIG) technology, can be partitioned into seven isolated GPU instances to accelerate workloads of all sizes. A100’s third- ... to breakthrough acceleration for all their applications, and IT administrators can offer right-sized GPU acceleration for every job, optimizing utilization and

			   Nvidia, Technology, Breakthrough

		

	


                
                
	
				
					

		
			NVIDIA T4 TENSOR CORE GPU

			www.nvidia.com
			Turing Tensor Core technology with multi-precision computing for AI powers breakthrough performance from FP32 to FP16 to INT8, as well as INT4 precisions. It delivers up to 9.3X higher performance than CPUs on training and up to 36X on inference. The NVIDIA T4 data center GPU is the ideal universal accelerator for distributed computing ...
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			CONTENTS iii Introduction to DWDM Technology OL-0884-01 Preface vii Additional Reading vii CHAPTER 1 Introducing DWDM 1-1 Global Network Hierarchy 1-1 Economic Forces 1-3 Bandwidth Demand 1-3 Competition and Reliability 1-4 Options for Increasing Carrier Bandwidth 1-5 Increase the Bit Rate 1-5 Increase the Number of Wavelengths 1-6 Time-Division …
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			Analytics technology instruments business processes so that they can sense the environment, enable data processing, derive insight, and, finally, embed insight into the fabric of process itself—all in a scalable way. We believe that the typical approach to analytics technology is often inappropriate. Initiatives such as

			   Technology, Generating, Analytics, Generating analytics, Analytics technology
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			infolab.stanford.edu
			Search engine technology has had to scale dramatically to keep up with the growth of the web. In 1994, one of the first web search engines, the World Wide Web Worm (WWWW) [McBryan 94] had an index of 110,000 web pages and web accessible documents. As of November, 1997, the top search engines

			   Technology, Search, Engine, Search engine, Search engine technology
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			pages.zeiss.com
			Importantly, a major breakthrough for the use of small or - ganic dyes as fluorescent labels came in 1941, when they were first conjugated to antibodies, thereby inaugurating the field of immunofluorescence5. Direct ﬂuorescence Indirect ﬂuorescence Fluorophore Primary antibody Secondary antibody Antigen

			   Principles, Breakthrough, Fluorescence, Microscopy, Principles of fluorescence and fluorescence microscopy
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